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RISK  BASED  DECISIONMAKEVG  AT  THE 
ENVIRONMENTAL  PROTECTION  AGENCY 


TUESDAY,  FEBRUARY  1,  1994 

House  of  Representatives,  E^rvIRONMENT,  Energy, 
AND  Natural  Resources  Subcommittee,  and  Legis- 
lation AND  National  Security  Subcommittee  of 
the  Committee  on  Government  Operations, 

Washington,  DC. 

The  subcommittees  met,  pursuant  to  notice,  at  10  a.m.,  in  room 
2154,  Raybum  House  Office  Building,  Hon.  Mike  Synar  (chairman 
of  the  Environment,  Energy,  and  Natural  Resources  Subcommittee) 
presiding. 

Members  present:  Representatives  John  Conyers,  Jr.,  Henry  A. 
Waxman,  Mike  Synar,  John  M.  Spratt,  Jr.,  Karen  L.  Thurman, 
James  A.  Hayes,  Corrine  Brown,  William  F.  dinger,  Jr.,  Al 
McCandless,  Cfraig  Thomas,  Dick  Zimmer,  John  M.  McHugh,  John 
L.  Mica,  and  Bernard  Sanders. 

Staff  present  from  the  Environment,  Energy,  and  Natural  Re- 
sources Subcommittee:  Sandra  Z.  Harris,  staff  director;  Ruth 
Fleischer,  counsel;  Sheila  C.  Canavan,  professional  staff  member; 
and  Elisabeth  R.  Campbell,  clerk. 

Full  committee  staff  present:  Frank  Clemente,  senior  policy  advi- 
sor; Marilyn  F.  Jarvis,  staff  assistant;  Judith  A.  Blanchard,  minor- 
ity deputy  staff  director;  and  Charli  E.  Coon,  minority  professional 
staff. 

OPENING  STATEMENT  OF  CHAIRMAN  SYNAR 

Mr.  Synar.  Today  the  Subcommittee  on  Environment,  Energy, 
and  Natural  Resources  and  its  sister  Subcommittee  on  Legislation 
and  National  Security  are  holding  a  hearing  on  the  subject  of  risk 
analysis  and  risk  management  at  the  Environmental  Protection 
Agency  [EPA].  This  issue  is  not  new  to  Congress  nor  to  the  execu- 
tive branch. 

To  get  the  benefit  of  this  hearing,  it  seems  to  me  that  we  must 
all  be  talking  from  the  same  page.  When  we  discuss  risk  at  EPA, 
we  must  all  mean  the  same  thing  and  use  the  same  terms. 

Risk  assessment,  risk  management,  comparative  risk  analysis, 
risk  communication,  and  cost  benefit  all  have  very  distinct  mean- 
ings. I  hope  these  meanings  will  be  clear  by  the  time  everyone 
leaves  here  today. 

Risk  analysis  is  not  magic.  It  is  just  one  tool  used  by 
decisionmakers.  Like  any  tool,  it  can  be  abused.  It  can  be  politi- 
cized. And  members  can  blame  too  much  or  too  little  risk  analysis 
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for  whatever  they  think  is  wrong  with  EPA — from  priorities  to  spe- 
cific programs.  But  /^member,  it  is  only  a  tool. 

I  expect  to  hear  EPA  attacked  today  for  having  the  wrong  prior- 
ities, for  spending  its  mo'>ey  and  manpower  on  lower  risk  activities 
instead  of  big-ticket  items.  But  who  gave  the  Agency  its  priorities, 
and  who  approves  the  Agency's  budget?  We  do.  And  if  the  priorities 
are  wrong,  the  Congpress  must  take  a  good  deal  of  the  responsibil- 
ity. 

If  the  Agency  spends  too  much  on  Superfund  and  not  enough  on 
something  else,  we  can  change  that.  For  the  most  part,  the  Agency 
can't.  Court  orders  and  citizen  suits  ensure  that  EPA  follows  the 
directions  we  set.  This  is  what  Congress  intended. 

These  "misplaced  priorities"  are  often  blamed  on  a  misinformed 
public  and  what  they  see  as  serious  risks.  And  anyone  who  thinks 
Congress  can  or  should  ignore  the  views  of  the  people  who  elect  us 
is  a  fool.  Therefore,  it  seems  to  me  that  one  solution  is  to  improve 
education  about  environmental  risks. 

We  all  support  weighing  the  benefits  of  one  EPA  program 
against  another  for  funding  purposes.  This  kind  of  analysis  is  what 
we  do  every  day — ^from  calculating  health  care  needs  to  cutting 
unneeded  weapon  systems.  But  how  can  EPA,  and  how  can  we, 
choose  between  spending  scarce  resources  on  preventing  retarda- 
tion in  children  fi-om  lead  poisoning  and  preventing  cancers  or 
birth  defects  from  other  poisons? 

These  are  not  just  scientific  issues — they  are  policy  issues  as 
well.  And  we  must  be  careful  before  we  turn  these  important  ques- 
tions over  completely  to  technicians  who  are  not  accountable  to  the 
public. 

I  will  close  essentially  where  I  started.  As  important  as  it  is,  risk 
analysis  is  not  magic.  And  in  my  view,  we  will  compound  rather 
than  fix  EPA's  problems  if  we  try  to  pretend  that  more  risk  analy- 
sis is  the  simple  solution  to  all  that  troubles  EPA. 

At  this  time  I'd  like  to  call  on  my  dear  friend  Bill  dinger  for  an 
opening  statement. 

Mr.  Clinger.  Thank  you  very  much,  Mr.  Chairman.  I'm  pleased 
to  have  the  opportunity  this  morning  to  participate  in  this  hearing 
so  that  we  can  discuss  some  of  the  admittedly  contentious  issues 
surrounding  EPA's  use  of  risk  assessment  and  cost-benefit  analy- 
sis. 

In  terms  of  environmental  success  stories,  the  picture,  I  think  we 
would  have  to  agree,  is  somewhat  bleak  and  it  is  cause  for  concern. 
As  you  know,  we  are  spending  billions  on  the  environment  and 
costs  are  spiraling  upwards  rapidly. 

According  to  EPA's  cost  of  a  clean  environment  report,  by  the 
year  2000  it  is  projected  that  2.8  percent  of  GNP,  or  close  to  $200 
billion  will  be  allocated  to  cleaning  up  the  environment.  Perhaps 
this  wouldn't  be  so  bad  if  we  saw  results,  good  results,  but  unfortu- 
nately, in  many  instances  there  is  no  apparent  improvement  in  ei- 
ther the  environment  or  in  human  health. 

As  we  know,  we  are  hearing  the  desperate  pleas  from  State  and 
local  governments  that  are  going  bankrupt  because  they  cannot  af- 
ford to  implement  all  of  the  unfunded  environmental  mandates. 
There  is  no  money  left  over  for  priorities  like  schools,  public  health, 
crime  prevention,  and  others. 


Industry  is  concerned  because  of  the  impacts  of  environmental 
regulation  on  the  economy.  Many  small  businesses  cannot  continue 
to  operate  because  of  the  burden  of  implementing  numerous  envi- 
ronmental regulations  or  regulations  that  conflict  or  are  redundant. 

There  is  a  cry  for  rational  and  objective  decisionmaking  wdthout 
the  emotional  hue.  We  are  learning  that  we  can't  do  it  all,  so  we 
must  prioritize,  and  one  way  to  do  this  is  to  base  our  decisions  on 
risk. 

Can  we  afford  to  spend  millions  on  one  potential  death  averted? 
Risk  assessment  is  viewed  as  an  important  tool  to  help  prioritize 
resources.  It  is  also  viewed  as  a  tool  to  help  us  understand  what 
our  alternatives  may  be  before  we  choose  a  single  path  of  regula- 
tion. 

In  a  study  conducted  by  EPA  looking  at  the  use  of  risk  assess- 
ment and  cost-benefit  analysis  for  regulation,  the  findings  of  the  re- 
port indicate  that  these  analyses  improve  environmental  regulation 
and  often  reveal  regulatory  alternatives  that  achieve  the  desired 
degree  of  environmental  benefits  at  a  lower  cost.  I'm  sure  that 
we  re  going  to  hear  from  some  witnesses  today  about  concerns  in 
using  risk  assessment  and  cost-benefit  analysis. 

There  is  no  magic  bullet,  as  you've  indicated,  Mr.  Chairman. 
However,  science  will  continue  to  evolve  and  risk  assessment  will 
become  more  sophisticated  over  time.  Using  a  tool  that  is  less  than 
perfect  is  preferable  to  using  no  tool  at  all.  We  cannot  continue  to 
stumble  in  the  dark,  as  we  have  been.  Risk  assessment,  I  think, 
is  one  means  to  shed  some  light  on  these  issues  and  help  us  gain 
back  public  confidence  in  the  environmental  regulatory  process. 

Thank  you  very  much,  Mr.  Chairman.  I  look  forward  to  hearing 
from  our  witnesses. 

Mr.  Synar.  Thank  you,  Mr.  dinger.  One  of  the  leaders  on  this 
subcommittee  on  this  very  issue  is  our  colleague  from  California, 
Mr.  Condit. 

Mr.  Condit.  Thank  you,  Mr.  Chairman. 

First,  I  would  like  to  commend  Chairman  Conyers  and  Chairman 
Synar  for  calling  this  important  hearing.  I  have  examined  the  wit- 
ness list  and  I'm  impressed  with  the  level  of  experience  of  the  wit- 
nesses. 

I'm  sure  we  will  hear  a  thorough  and  balanced  presentation  of 
the  issues  surrounding  risk-based  decisionmaking  today.  I  would 
also  like  to  commend  President  Clinton  for  the  principles  outlined 
in  his  Executive  order  on  regulatory  planning  and  review,  which  is 
among  the  topics  of  today's  hearing. 

I  have  met  with  the  first  witness,  Sally  Katzen,  to  discuss  this 
order  and  I  look  forward  to  her  testimony  today.  It  is  my  intention 
to  introduce  legislation  based  upon  this  order  within  the  next  few 
weeks.  I  think  that  risk-based  regulation  with  an  emphasis  on  cost 
and  benefit  is  both  the  prudent  and  necessary  course. 

Bv  basing  my  legislation  on  the  Executive  order,  I  am  responding 
to  the  critics  of  risk  amendments  of  the  EPA  bill  by  offering  a  com- 
prehensive nonpiecemeal  approach  to  this  issue. 

The  introduction  to  this  order  sums  up  my  feeling  quite  well.  It 
says,  "The  American  people  deserve  a  regulatory  system  that  works 
for  them,  not  against  them,  a  regulatory  system  that  protects  and 
improves  their  health  and  safety,  environment  and  well-being,  and 


improves  the  performance  of  the  economy  without  imposing  unac- 
ceptable or  unreasonable  costs  to  society," 

It  would  be  wonderful  if  Congress  and  the  executive  branch  could 
regulate  without  regard  to  cost  incurred  or  the  risks  involved,  but 
that  would  ignore  the  ilnancial  and  practical  realities  that  busi- 
ness, associations,  and  yes,  even  government  face. 

The  intent  of  risk  analysis  and  cost-benefit  estimates  relates  to 
the  need  to  develop  and  distribute  accurate,  objective,  and  timely 
information  on  the  risk  involved  and  cost  incurred  in  the  rule- 
making process. 

This  is  not  some  evil  creation  designed  to  undermine  the  rule- 
making process.  This  is  simply  an  attempt  to  apply  some  advance 
consideration  to  the  cost  and  to  the  consequences  of  Federal  regula- 
tion. 

I  can  assure  you  that  the  mayors.  Governors,  and  legislators  in 
your  States  and  districts  are  interested  in  access  to  this  knowledge. 
They,  of  course,  are  interested  in  comparative  risk  and  cost-benefit 
analysis  because  they  must  balance  their  budgets. 

For  this  reason,  I  am  very  supportive  of  the  administration's  in- 
tent in  the  Executive  order  on  regulatory  planning  and  review. 
However,  I  have  some  concerns  about  its  implementation  and  the 
extent  to  which  certain  agencies  intend  to  comply. 

Several  months  ago  I  had  a  very  productive  meeting  with  Ms. 
Katzen,  and  at  that  meeting  she  outlined  the  principles  of  the  Ex- 
ecutive order  and  why  the  administration  had  issued  it.  Since  that 
time,  I  have  met  with  other  Federal  officials  who  have  expressed 
a  reluctance  to  adhere  to  the  principles  outlined  by  that  order. 

Because  of  this  apparent  reluctance,  I  have  decided  to  draft  legis- 
lation to  codify  the  order.  If  enacted,  it  would  have  both  the  clout 
of  law  and  show  the  intent  of  Congress  on  these  principles.  The  im- 
plementation of  this  Executive  order  would  require  a  new  way  of 
thinking  on  the  part  of  the  agency  that  issues  the  regulation. 

For  example,  how  do  we  assure  that  risk  analysis  conducted  for 
a  proposed  rule  does  not  become  a  self-fulfilling  prophesy,  overstat- 
ing the  risk  in  order  to  justify  the  regulation?  Perhaps  we  need  to 
analyze  some  form  of  peer  review  process  that  could  be  imple- 
mented to  prevent  this. 

I  am  hopeful  that  today's  witness  will  have  some  thoughts  on 
these  issues.  I  would  also  like  to  take  this  moment  to  thank  EPA 
Administrator  Carol  Browner  for  very  graciously  coming  to  Califor- 
nia last  month.  She  met  with  many  of  my  constituents  and  other 
people  throughout  the  State  on  risk  and  other  issues  of  concern. 

I  would  ask  for  unanimous  consent  to  submit  for  the  record  testi- 
mony prepared  by  Mr.  Walter  Murray  of  the  Stanislaus  County 
Manufacturers  Association.  I  thought  some  very  important  issues 
were  raised  during  Ms.  Browner's  visit,  and  this  testimony  rep- 
resents a  summation  of  them. 

I  would  also  like  to  ask,  if  I  may  have  unanimous  consent,  to  add 
a  letter  to  the  record  from  the  National  Association  of  State  De- 
partments of  Agriculture. 

Mr.  Synar.  Without  objection,  both  of  those  will  be  submitted  for 
the  record. 

[The  material  can  be  found  in  the  appendix.] 


Mr.  Synar.  Let  me  thank  you  again,  Mr.  Condit,  for  your  leader- 
ship in  this  area  and  please  include  me  as  an  original  cosponsor 
of  the  codification  of  the  Executive  order.  I  think  it  goes  in  the 
right  direction. 

Mr.  McCandless  from  California. 

Mr.  McCandless.  Thank  you,  Mr.  Chairman.  I  appreciate  your 
holding  this  hearing  on  the  benefits  of  environmental  risk  assess- 
ment. I  would  also  like  to  thank  my  colleagues,  Congresswoman 
Thurman,  Congressman  Mica  and  Congressman  Condit  for  their 
work  in  placing  this  important  issue  before  the  committee. 

I  come  from  a  district  which  has  been  paralyzed  by  runaway  en- 
vironmental regulation.  A  desert  with  a  booming  population,  we 
have  been  hamstrung  in  our  efforts  to  make  the  best  use  of  our 
limited  resources  by  ill-conceived  and  unyielding  environmental 
rules. 

In  the  past  year  alone,  we  have  been  prevented  from  making  sec- 
ondary necessary  use  of  tertiary-treated  waste  water  by  regulations 
which  prohibit  dry  stream  bed  releases,  based  upon  a  study  con- 
ducted, if  you  will,  in  the  Great  Lakes. 

We  have  been  unable  to  continue  reconstruction  of  California's 
deadliest  highway  by  regulations  which  have  EPA  and  the  Corps 
of  Engineers  wrangling  over  the  possibility  of  wetlands  in  the 
desert — 197  acres  of  wetlands  in  the  middle  of  the  Colorado  desert? 

We  have  been  unable  to  build  much-needed  housing,  schools,  and 
infrastructure  due  to  the  possible  listings  of  the  Riverside  Fairy 
Shrimp,  the  Orange-throated  Whiptail  Lizard,  and  the  Flower-Lov- 
ing Fly  as  endangered  species. 

While  I  certainly  recognize  the  importance  of  protecting  our  envi- 
ronment from  real  and  serious  threats,  I  do  question  the  need  for 
regulations  which  harm  more  than  they  help  and  which  affect  all 
communities,  while  targeting  a  few.  Clearly,  there  is  a  strong  and 
biding  need  for  environmental  risk  assessment,  and  I,  for  one,  will 
support  it.  Thank  you,  Mr.  Chairman. 

Mr.  Synar.  Mr.  Hayes  of  Louisiana. 

Mr.  Hayes.  Thank  you.  I  would  like  to  associate  myself  with  Mr. 
Condit's  remarks  regarding  his  legislation,  and  would  like  to  make 
two  points. 

One  is  that  when  we  talk  about  risk  assessment  and  we  talk 
about  a  quantitative  approach,  and  that  is  the  same  thing  we'd  be 
doing  in  the  Army  Corps  of  Engineers  or  anyone  else,  when  we  look 
at  cost-benefit  ratios,  the  question  suddenly  comes  back,  when 
you're  dealing  with  health  and  human  life,  and  you  can't  have  cost- 
benefit  ratios  because  there  is  no  amount  of  money  that  impacts 
that. 

Well,  we  do  that  every  day.  The  Corps  of  Engineers  is  a  good  ex- 
ample. So  is  the  highway  department.  I  assure  you  that  there  are 
people  who  will  die  because  Highway  171  in  Louisiana  is  not  four- 
laned.  I  also  assure  you  the  cost  is  gigantic,  but  it's  measured  in 
those  terms.  There  are  intersections  that  would  be  repaired  in 
cities  that  cost  tens  of  millions  of  dollars.  Someone  will  be  killed 
there. 

So  the  idea  that  this  is  a  separate  and  completely  distinct  issue 
is  certainly  illusory.  The  fact  of  the  matter  is  the  same  concept  of 


public  health  and  safety  impacts  lives,  whether  it's  environmental 
or  whether  it's  structural. 

What  we  have  to  put  in  place  is  a  system  that  quantifies  that 
to  a  degree  where  the  public  policy  choice  can  be  made  with  sanity 
and  where  the  cost,  and  this  is  the  second  point  I  want  to  make, 
where  the  cost  includes  the  cost  to  society,  as  well,  because  unlike 
the  bridge  or  road  or  a  sidewalk,  the  cost  to  implement  must  be 
determined  in  order  to  understand  the  full  impact. 

And  the  ultimate  impact  of  the  two  points  I've  made  is  this:  you 
can't  leave  a  small  community  or  a  large  city  or  a  rural  area  with 
conflicting  mandates  from  the  Federal  Grovernment  and  no  ability 
to  pay  any,  and  the  inability  to  rank  them.  You  can't  take  a  small 
Louisiana  community  and  say  you've  got  to  have  a  sewage  system 
that  needs  repairs — ^no  question  about  it.  You've  got  to  have  pipe- 
lines moving  water,  in  violation  of  the  Clean  Water  Act,  is  impor- 
tant as  a  health  requirement — no  question  about  it.  You've  got  as- 
bestos in  some  schools  back  to  the  1950's  when  you  didn't  know 
any  better.  It's  got  to  be  removed — no  question  about  it. 

And  guess  what  you  also  don't  have.  You  don't  have  a  population 
more  than  1,200  and  a  tax  base  more  than  $1  million.  Those 
choices  can  only  be  made  when  you  rank  the  order  in  which  thev 
can  be  done  and  recognize  they  will  give  you  the  town.  You  don  t 
have  leverage  over  a  community  with  1,200  people  and  no  tax  base. 
You  don't  have  threat  of  incarceration.  You  don't  have  any  stick 
with  which  to  bring  them  in  line  when  there  are  only  mandates 
and  no  resources,  and  the  only  loans  and  grants  that  used  to  exist 
are  cut  back  by  budget  constraints. 

That,  I  think,  should  be  the  theme  as  we  go  forward  with  the 
hearing  today.  Not  just  that  we're  talking  about  public  health,  but 
that  we're  talking  about  the  means  by  which  compliance  can  be 
made  in  a  sane  world  that  goes  through  risk  as  priorities,  and  that 
allows  choices  to  be  made  in  a  forum  in  which  all  parties  can  un- 
derstand the  impact  of  the  alternatives. 

And  if  our  answer  is  that  they  cannot  be  separated  and  ranked, 
then  the  Federal  Grovernment  has  got  to  be  real  good  at  budget  and 
tax  increases,  because  if  you  want  to  pay  for  everything  you've 
mandated,  including  only  a  part  of  the  share  on  business,  you  have 
no  idea  how  cheap  health  care  and  budget  reduction  is.  Thank  you, 
Mr.  Chairman. 

Mr.  Synar.  Mr.  Mica  of  Florida. 

Mr.  Mica.  Mr.  Chairman,  I,  too,  want  to  echo  the  sentiments  of 
others  and  thank  Chairman  Conyers  and  yourself  for  holding  this 
hearing.  But  let  me  say  that  I  feel,  quite  frankly,  that  this  hearing 
should  not  be  an  excuse  for  action  by  the  Congress  on  this  impor- 
tant matter. 

Let's  face  it,  folks:  this  may  be  the  last  chance  that  we  get  to 
take  some  congressional  action  most  likely  in  the  103d  Congress 
and  probably  in  this  decade  because  there  are  people  who  oppose 
any  action  by  the  Congress,  who  want  to  put  this  back  in  the  closet 
where  it's  been  for  so  many  years. 

Let  me  say  also  that  the  forces  to  oppose  this  now  include,  of 
course,  the  President,  the  Vice  President,  the  First  Lady,  and 
someone  with  no  self-interest,  of  course,  the  EPA  Administrator. 
And  they  have  really  done  a  job  in  trying  to  get  people  to  delay  ac- 


tion  that  may  be  inevitable  and  our  only  chance  for  action  will  be 
this  week. 

But  let  me  say  I  don't  think  that  they  can  forever  defy  the  will 
of  the  Governors,  the  State  officials,  the  county  officials,  the  local 
officials,  and,  most  importantly,  this  issue  has  now  caught  the 
imagination  of  the  American  people. 

We've  seen  that  we  may  have  no  other  opportunity,  really,  to  cur- 
tail the  forces  that  are  bankrupting  our  State  and  local  govern- 
ments and  putting  our  businesses  and  industry  and  agriculture  out 
of  business  and,  more  importantly,  in  a  less  competitive  mode.  We 
can  talk  about  Executive  orders,  but  we  all  know  Executive  orders 
don't  have  the  force  of  law,  and  that's  one  of  the  major  tasks  of  this 
Congress. 

We  have  heard  countless  hearings  from  EPA  and  it's  been  stud- 
ied day  and  night  and  up  and  down  and  backward  and  forward, 
and  the  only  thing  that's  going  to  bring  that  agency  into  some  focus 
and  some  purpose  and  to  fulfill  its  original  mission  of  protecting 
the  health,  safety,  and  welfare  of  the  citizens  of  this  country  is 
some  focus.  And  we  know  that  a  risk  assessment  action  by  this 
Congress  is  the  only  thing  that's  going  to  accomplish  that. 

And  let  me  say  that  this  issue  is  not  going  to  go  away.  There  will 
be  a  Waterloo,  I  can  guarantee  you  right  now,  with  tne  clean  air 
and  water  bills.  There  will  be  a  Waterloo  at  Superfund  and  every 
other  juncture  that  we  have. 

Finally,  let  me  submit  for  the  record,  if  I  may,  letters  from  the 
National  Governors'  Association,  which  has  been  meeting  here,  and 
their  comments,  the  National  Conference  of  State  Legislators,  the 
National  Association  of  Counties,  National  Federation  of  Independ- 
ent Business  [NFIB],  the  American  Farm  Bureau  Federation,  the 
National  Association  of  Home  Builders,  the  National  Association  of 
State  Fire  Marshals,  the  Fertilizer  Institute,  several  local  and 
inner  city  groups  that  are  concerned  about  the  waste  of  resources, 
needless  waste  of  resources.  One  is  the  National  Association  of 
Neighborhoods,  and  we  have  several  other  groups  of  that  nature, 
and  the  National  Association  of  State  Departments  of  Agriculture. 

This  is  just  a  sampling  that  we'll  submit  at  this  point  for  the 
record.  Thank  you,  Mr.  Chairman. 

Mr.  Synar,  Without  objection. 

[The  material  is  filed  for  the  record  in  the  subcommittee  office.] 

Mr.  Synar.  Mrs.  Thurman  from  Florida. 

Mrs.  Thurman.  Mr.  Chairman,  I'll  make  my  statement  very 
brief  I  first  want  to  thank  you  for  holding  this  hearing  and  putting 
together  what  I  think  are  going  to  be  some  exceptional  panels,  giv- 
ing us  both  sides  of  this  issue. 

I  don't  think  anybody  on  this  committee  can  misunderstand  how 
strongly  I  feel  about  this  issue.  I  think  this  hearing  is  definitely  the 
right  direction  for  this  Congress  to  take.  And  I  really  believe  this 
is  a  very  timely  hearing,  as  we  get  ready  to  debate  the  elevation 
bill.  I  know  that's  where  part  of  the  controversy  is;  however,  I  be- 
lieve it  should  be  included  in  that. 

So  I  look  forward  to  today's  remarks  so  that  we  have  some  testi- 
mony before  us  that  shows  that  we  are  on  the  right  track. 

And  second,  I  would  just  like  to  be  associated  with  the  comments 
that  Mr.  Condit  made.  Thank  you. 
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Mr.  Synar.  Mr.  Hastert. 

Mr.  Hastert.  Thank  you,  Mr.  Chairman.  I  also  thank  the  chair- 
man of  the  full  committee,  Mr.  Conyers,  for  leading  this  effort. 

I'm  equally  pleased  to  see  our  committee  address  the  topic  of  risk 
assessment.  There's  a  growing  consensus  that  the  Federal  Govern- 
ment has  to  do  a  better  job  of  weighing  the  costs  and  benefits  of 
legislation  and  related  regulations  it  hands  down.  We  have  to  have 
better  data  on  how  our  actions  will  impact  the  ability  of  Americans' 
businesses  to  grow  and  to  create  jobs.  We  also  need  to  keep  an  eye 
on  what  effect  the  regulatory  burden  is  having  on  State  and  local 
governments.  In  short,  we  need  to  prioritize  better. 

Clearly,  some  Federal  regulations  are  necessary  such  as  those 
that  truly  protect  public  health  and  safety.  However,  all  too  often 
it's  emotion,  not  science,  that  drives  public  policy  in  Washington. 
Feel-good  policies  lose  their  luster  when  we  realize  that  the  cost 
manufacturers,  wholesalers,  shippers,  and  storefront  business  own- 
ers pay  to  comply  are  passed  on  to  all  of  us,  the  consumers. 

I  know  that  I'm  not  alone  in  viewing  this  as  a  hidden  tax  on 
goods  and  services  and  products,  and,  like  all  regressive  taxes,  it 
hits  the  poor  in  this  country  the  hardest. 

There's  another  side  to  this  issue  that's  equally  important.  The 
regulatory  burden  on  State  and  local  governments  translates  into 
higher  taxes  at  the  local  levels.  Indeed,  it's  often  the  Governor  or 
the  mayor  or  the  village  president  who  has  to  make  sense  of  all  the 
laws  and  regulations  that  come  from  Washington.  However,  unlike 
Federal  agencies  and  committees  of  Congress,  State  and  local  offi- 
cials do  not  have  the  luxury  of  focussing  only  on  environmental  is- 
sues, or  on  transportation,  or  on  crime,  or  on  education. 

Moreover,  every  dollar  that  local  governments  spend  to  comply 
with  a  nonessential  environmental  mandate  is  a  dollar  taken  away 
from  a  community's  police  budget  or  from  its  schools.  I  think  that 
it's  important  that  we  keep  these  things  in  mind  in  order  to  make 
informed  and  effective  environmental  policy.  And  again,  Mr,  Chair- 
man, I  thank  you  for  bringing  this  issue  forward. 

Mr.  Synar.  Mr.  Conyers. 

Mr.  Conyers.  Thank  you  very  much.  Chairman  Synar.  I  want  to 
commend  you  for  the  briefing  memorandum  that  we  had  distrib- 
uted between  our  two  committees.  Our  colleague,  Mr.  Waxman, 
would  be  with  us  today.  He's  chairing  another  meeting.  And  I'm  de- 
lighted to  see  our  senator  joining  us,  as  well. 

It's  a  pleasure  that  we're  doing  what  I  promised  Gary  Condit  we 
would  do,  that  we  would  break  this  out,  this  subiect  matter  out, 
and  take  a  good,  fair,  impartial  look  at  it.  And  that  s  what  we  want 
to  do  here.  And  both  of  these  subcommittees  have  worked  very 
hard  to  do  that. 

Risk  assessment  is  with  us.  It's  complemented  with  cost-benefit 
analysis.  We  are  asking  ourselves  the  kinds  of  questions  that  I 
think  are  really  critical.  How  scientific  is  cost-benefit  analysis?  Are 
there  other  ways  of  addressing  the  regulations  which  might  be  un- 
fair or  that  unwisely  burden  certain  populations? 

These  are  real  questions.  Whether  we  should  put  them  onto  an 
elevation  bill  or  whether  other  committees  of  jurisdiction — and  be- 
lieve me,  I  do  hear  from  other  committee  chairmen  in  the  Congress 
about  their  interest  in  this  subject,  as  well — are  all  matters  that 


are  before  us  now,  and  I'm  very  pleased  that  this  hearing  has  a  set 
of  witnesses  that  meets  everybody's  approval.  And  I  want  to  get  on 
with  this  hearing.  I  thank  you  very  much. 

Mr.  Synar.  Thank  you,  John.  I  thank  you  and  your  staff  for  your 
efforts  in  this  joint  hearing  today.  Mr.  Thomas. 

Mr.  Thomas.  Thank  you,  Mr.  Chairman.  I'll  submit  a  statement 
and  be  very  brief.  Interesting  topic,  it  seems  to  me.  Everyone,  when 
they  talk  to  folks  from  home — mayors  and  Governors — would  agree 
that  we  have  a  problem  we  don't  do  much  about.  No  one  would 
argue  that  we  shouldn't  have  a  cost-benefit  decision  in  regulations, 
but  we  don't  do  much  about  it. 

Nobody  would  argue  that  we  ought  not  have  one-size-fits-all 
kinds  of  programs  that  are  the  same  in  Chugwater,  WY  as  in  Chi- 
cago, but  we  don't  do  much  about  it. 

We  have  a  chance,  I  think,  to  make  some  variations  in  the  law 
for  small  towns.  Chugwater  doesn't  deal  with  its  solid  waste  the 
same  as  a  city.  We  need  to  do  something  about  that. 

Pinedale  has  better  water  than  you  have  in  your  bottle  in  your 
office,  but  EPA  requires  them  to  do  more,  spend  $1V2  million  for 
1,100  people.  We  ought  to  do  something  about  that. 

So,  Mr.  Chairman,  we  have  to  make  decisions  and  priorities  and 
set  priorities  and  risks  on  everything  we  do.  No  reason  why  we 
shouldn't  do  it  here.  I  hope  we  move  forward  and  don't  just  talk 
about  it,  as  we  have  in  the  past.  Thank  you,  sir. 

Mr.  Synar.  Thank  you.  Mr.  McHugh  from  New  York. 

Mr.  McHuGH.  Thank  you,  Mr.  Chairman.  Very  briefly,  let  me 
add  my  words  of  appreciation  to  you  and  to  Mr.  Conyers,  chairman 
of  the  full  committee,  for  bringing  this  matter  forward.  As  has  been 
stated  here  repeatedly,  this  is  obviously  an  issue  of  great  concern. 

Speaking  as  someone  who  has,  within  the  past  year,  been  at  the 
State  level  and  dealing  with  localities,  I  can  state  very  clearly  that 
this  is  an  issue  that  has  not  only  grabbed  the  attention  but,  in  fact, 
demanded  the  full  resources  of  local  governments  throughout  this 
Nation. 

I  think  it  is  our  responsibility  as  a  Congress  to  act  very  directly 
and  to  ensure  that  the  legislation  in  fact,  deals  in  a  direct,  forth- 
right manner  on  the  question  of  risk  assessment.  I'm  appreciative 
for  this  opportunity  and  thank  you  again. 

Mr.  Synar.  Thank  you.  Mr.  Zimmer. 

Mr.  Zimmer.  Thank  you,  Mr.  Chairman.  I  also  want  to  thank  you 
and  the  chairman  of  the  full  committee  for  this  opportunity  to  ex- 
plore an  extremely  important  issue. 

We  all  wish  we  had  unlimited  resources  so  we  could  immediately 
eliminate  every  potential  and  actual  risk  to  human  health  in  the 
environment,  but  we  don't.  So  the  public  and  private  sectors  must 
address  these  risks  with  limited  budgets.  Choices  must  be  made. 

The  question  is  how  to  save  the  most  lives,  prevent  the  most  ill- 
nesses and  protect  or  restore  our  environment  to  the  greatest  ex- 
tent possible  with  available  public  and  private  resources.  I  believe 
the  answer  is  through  sound,  scientific  assessments  of  the  dangers 
we  face  and  resource  allocation  based  on  the  results  of  those  as- 
sessments. 
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We  must  also  engage  in  a  continuing  and  frank  dialog  with  the 
American  public  regarding  which  threats  are  most  urgent,  a  dif- 
ficult challenge  when  perceptions  run  counter  to  reality. 

The  Committee  on  Government  Operations  took  a  step  in  this  di- 
rection when  it  adopted  my  amendment  to  H.R.  3425  to  establish 
an  Office  of  Environmental  Risk  within  the  new  Department  of  En- 
vironmental Protection.  So  did  the  House  when  it  included  my 
"worst  first"  amendment  in  the  EPA  authorization  bill  we  passed 
late  last  year. 

In  spite  of  these  endorsements  of  the  general  goals  of  risk  assess- 
ment, a  great  deal  of  confusion  and  apprehension  remain  about  the 
real  meaning  of  terms  like  "risk  assessment,"  "cost-benefit  analy- 
sis," and  "comparative  risk." 

So  I  regard  today's  hearings  as  an  opportunity  to  address  these 
concerns.  We  need  to  identify  the  areas  of  consensus  and  the  mat- 
ters in  dispute.  The  fact  is  that  both  the  House  and  Senate  ver- 
sions of  the  EPA  elevation  bill  address  these  issues.  We  can  no 
longer  duck  them  or  finesse  them.  Let's  give  clear  direction  to  the 
administration  on  the  areas  of  agreement  and,  more  specifically, 
define  the  issues  that  need  further  debate  in  this  body. 

But  let's  not  lose  sight  of  the  larger  issue.  The  process  of  risk  as- 
sessment, honestly  used,  will  give  the  Nation  the  tools  to  under- 
stand the  dangers  we  face  and  make  policies  based  on  objective 
analysis,  rather  than  emotional  impulse.  Honestly  used,  the  proc- 
ess will  better  serve  the  environment,  save  more  lives,  and  mini- 
mize the  burden  to  our  economy  and  our  taixpayers. 

Mr.  Synar.  Thank  you,  Mr.  Zimmer,  for  that  very  wise  state- 
ment. And  that  prompts  me  to  remind  members  that  in  the  hearing 
packets  before  you  there  is  a  memorandum  from  Mr.  Conyers  and 
me  with  respect  to  this  hearing.  And  I  direct  your  attention  to  the 
terms  "risk  assessment,"  "risk  management,"  "comparative  risk 
analysis,"  "risk  communications,"  and  "cost-benefit,"  because  each 
one  of  those  words,  as  Mr.  Zimmer  pointed  out,  has  distinct  mean- 
ings. And  I  hope  that  as  we  proceed  through  this  hearing  today,  we 
recognize  those  distinct  differences  because  they  will  help  us  come 
to  some  conclusions. 

And  now,  straight  from  the  other  side  of  the  building,  our  dear 
friend  and  colleague.  Senator  Johnston.  Senator,  we're  glad  to  have 
you  here  and  we  look  forward  to  hearing  from  you  today. 

STATEMENT  OF  HON.  J.  BENNETT  JOHNSTON,  A  U.S.  SENATOR 
IN  CONGRESS  FROM  THE  STATE  OF  LOUISIANA 

Mr.  Johnston.  Mr.  Chairman,  thank  you  very  much  for  the  op- 
portunity to  testify  on  this  bill. 

A  number  of  your  members  today  alluded  to  the  fact  that  there 
is  a  rising  tide  of  protest  around  the  country  about  regulations,  the 
cost  thereof,  the  burdens  that  they  put  on  local  governments  and 
on  people  and  on  industry  and  what  they  do  to  the  competitiveness 
of  this  country — a  tremendous  cost. 

Now,  part  of  the  reason  for  that,  I  submit,  Mr.  Chairman,  is  that 
we  have  not  properly  evaluated  risk,  and  we  have  not  used  science 
properly. 

Now,  last  year,  when  this  bill,  the  EPA  elevation  bill,  came  on 
the  floor  of  the  Senate,  there  were  a  number  of  different  amend- 
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ments  proposed,  some  which  went,  I  think,  too  far.  Senator  Dole 
had  one  relative  to  private  property  rights,  and  you  can  imagine 
what  it  said.  I  think  most  of  you  are  familiar  with  the  various  for- 
mulations of  the  private  property  rights  amendment. 

I  thought  it  went  too  far  and  so  I  wrote  an  amendment  that  per- 
tained to  risk  assessment,  very  narrowly  tailored,  and  proposed  it 
in  lieu  of  the  Dole  amendment  or  others  on  private  property.  The 
amendment  attracted  some  attention.  Mr.  Jack  Quinn,  who  was,  I 
think,  the  chief  of  staff  of  the  Vice  President,  came  down  to  meet 
with  me,  along  with  representatives  of  EPA,  Carol  Browner  at  one 
time,  the  Environment  and  Public  Works  Committee,  and  we  mas- 
saged very  carefully  all  the  language  of  my  amendment. 

Specifically,  we  very  carefully  massaged  the  language  and  lim- 
ited the  language  with  respect  to  lawsuits.  The  certificate  with  re- 
spect to  risk  assessment  was  to  be  a  certificate  containing  the  four 
points,  but  was  not  to  be  the  stuff"  of  a  lawsuit.  I  had  it,  I  thought, 
fairly  clearly  stated,  but  Jack  Quinn,  who's  a  very  good  lawyer,  pro- 
posed some  further  tightening  language,  so  that  it  was  absolutely 
clear  that  this  certificate  would  not  be  the  basis  of  a  lawsuit  or  a 
cause  of  action. 

And  based  upon  that,  the  administration  embraced  and  endorsed 
my  amendment.  And  it  passed  in  the  U.S.  Senate  by  a  vote  of  95 
to  3.  There  was  a  lot  of  discussion  about  it,  and  all  of  it  was  good. 

So  you  can  imagine  the  surprise  when  I  found  that  this  amend- 
ment, having  been  endorsed  by  the  administration,  having  been 
embraced  by  all  the  pertinent  parties,  suddenly  became  a  bad 
amendment  which  was  going  to  cost  billions  of  dollars,  slow  down 
the  process,  lead  to  lawsuits  and  provide  all  manner  of  difficulty 
for  the  United  States.  Those  who  say  that,  I  submit,  Mr.  Chairman, 
do  not  understand  the  amendment. 

Now,  why  risk  assessment?  What's  the  problem?  Well,  I  think 
the  problem  is  well  known  to  everyone.  I  mean,  it's  come  to  me  di- 
rectly in  my  Committee  on  Energy  and  Natural  Resources.  I  mean, 
one  regulation  proposed  was  going  to  limit  carbon  14  emissions  to 
l/6,300th  of  the  amount  of  carbon  14  contained  in  the  body  natu- 
rally. In  other  words,  the  body  contains  carbon  14  but  it  was  going 
to  be  limited  to  l/6,300th  of  that  which  is  in  the  body  naturally. 

You  know  what  that  was  going  to  cost  the  taxpayers  in  the  Unit- 
ed States?  $3,200,000,000.  I  mean,  the  list  goes  on. 

Judge  Breyer  is  here  and  will  give  you  an  anecdote  which  he  tes- 
tified to  us  about,  about  children  eating  small  amounts  of  dirt  on 
a  particular — that's  on  the  Ottati  case— Judge,  I  hope  I'm  not  tak- 
ing all  your  glory  here,  but  it  was  such  a  good  example — where  to 
clean  up  the  last  10  percent  of  waste  from  a  toxic  dump  costs  $9.3 
million,  and  the  difference  was  that  before  that,  children  could  eat 
that  dirt  for  70  days  without  difficulty,  and  after  the  expenditure 
of  the  $9.3  million  they  could  eat  dirt  for  235  days  without  dif- 
ficulty. 

I  could  go  on  to  asbestos,  which,  because  of  a  1  in  10  million  risk, 
we're  spending,  or  we're  scheduled  to  spend  between  $53  billion 
and  $150  billion;  zinc  standards;  the  list  goes  on  and  on. 

I  don't  think  there's  a  Member  here  who  fails  to  know  about  the 
scope  of  this  problem.  And  believe  me,  across  America,  not  just  in 
corporate  America  but  in  your  cities  and  towns,  people  are  rising 
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up.  Somebody  was  in  my  office  last  week  from  the  town  of  New  Ibe- 
ria and  they  have  some  new  regulation  out  that  says  that — ^the 
present  regulation  says  you  can  have  30  parts  per  billion  of  arsenic, 
and  they  are  proposing  to  bring  that  down  to  between  2  and  5 
parts  per  billion. 

And  this  engineer  who  represents  New  Iberia  says  they  can't 
achieve  the  2  parts  per  billion,  and  the  5  parts  per  billion  would 
cost  millions  of  dollars  and  would  be  the  equivalent  of,  if  you  drank 
four  glasses  of  water  a  day  for  5  years,  it  would  be  the  equivalent 
of  the  amount  of  arsenic  you  get  in  a  plate  of  shrimp. 

Now,  how  many  of  you  know  these  kinds  of  examples?  Now,  why 
can't  we  do  anything  about  it?  Do  we  recognize  the  problem?  Does 
EPA  dispute  this?  No.  No,  as  a  matter  of  fact,  EPA,  in  1987,  pub- 
lished a  document  called  "Unfinished  Business,"  where  they  found 
that  there  was  little  correlation  between  risks  that  the  EPA  staff 
judged  as  most  threatening  and  the  EPA  program  priorities.  They 
found  that,  "Overall,  EPA's  priorities  appear  more  closely  aligned 
with  public  opinion  than  with  our  estimated  risk."  That's  EPA  that 
said  that  about  its  own  risks. 

In  1990  they  published  another  tome  on  "Reducing  Risk."  Same 
conclusion. 

Look  at  what  0MB  says.  They  have  a  regulatory  program  of  the 
U.S.  Grovernment  that  they  published  for  April  1,  1992  through 
March  31,  1993,  where  they  talk  about  risks  and  the  costs,  and 
you've  got  some  risks  which — for  example,  here's  the  hazardous 
waste  listing  for  wood-preserving  chemicals,  which  saves  one  life 
for  every  $5.7  trillion. 

Here's  one  for  Atrazine  Alachlor  Drinking  Water  Standard, 
which,  according  to  them,  saves  one  life  for  every  $92,069  billion. 
I  mean,  the  list  varies  wildly  and  is  an  indication  of  the  lack  of  any 
systematic  application  of  a  risk  standard,  any  understanding  of 
what  they're  doing.  And  friends,  this  is  not  beanbag;  this  is  serious 
dollars. 

And  it  seriously  affects  the  competitiveness  of  this  country.  It  se- 
riously affects  the  job  base  in  this  country,  and  it  seriously  affects 
what  your  constituents  and  mine  have  to  pay  for  doing  business 
with  the  U.S.  Government. 

Now,  what  does  this  amendment  of  mine  do?  First  of  all,  it  says 
the  Administrator  shall  file  a  certificate  which  shall  first  state 
what  the  cost  of  a  proposed  regulation  is.  Second,  it  states  that  the 
benefits  justify  the  cost,  not  that  they  equal  the  cost  but  that,  in 
the  opinion  of  the  Administrator,  that  they  justify  the  cost. 

We're  not  trying  to  state  that  there  is  a  standard  where  a  life 
is  worth  so  much  and  you've  got  to  measure  it  against — that's  not 
what  the  amendment  says.  It  says  you  must  state  that  it  justifies 
the  cost. 

Third,  that  it's  based  upon  the  best  available  scientific  data.  Why 
that?  Because  sometimes  they  choose  to  ignore  the  best  scientific 
value.  That  carbon  14  regulation  I  was  telling  you  about  was 
adopted  in  absolute  contrary  opposition  to  what  the  scientists  had 
said,  but  they  wanted  to  adopt  it  anyway.  But  we  require  that  it 
state  that  it's  based  on  the  best  scientific  data  and  that  you  com- 
pare it  to  other  risks  that  people  are  ordinarily  exposed  to. 
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For  example,  on  the  arsenic,  compare  it  to  a  plate  of  shrimp  or, 
on  the  carbon  14,  compare  it  to  the  amount  in  the  body  naturally. 
It's  up  to  the  Administrator  what  to  compare  it  to. 

Now,  what's  the  purpose  of  this  certificate?  If  it's  not  to  be  the 
stuff  of  a  lawsuit,  what's  the  reason  for  it?  Well,  two  reasons,  real- 
ly. First  of  all,  in  a  desire  to  get  a  rigorous  culture  of  science 
tnroughout  EPA,  we  want  EPA  to  look  at — I  mean,  EPA  should 
never  adopt  a  regulation  without  some  idea  what  the  cost  is.  And 
surely  they  shouldn't  adopt  one  that's  not  based  on  the  best 
science. 

And  to  compare  it  to  other  risks  which  occur  naturally,  I  mean, 
the  Administrator  or  the  Secretary  can  choose  what  those  examples 
are,  but  it  is  meant  to  give  the  puolic  a  little  education. 

The  Administrator  is  free  to  ignore  her  own  certificate.  Or  in- 
deed, if  she  fails  to  provide  the  certificate,  or  does  it  wrong,  or  if 
she  adds  up  the  figures  incorrectly,  or  if  she  intentionally  makes 
a  wrong  certificate,  it  is  not  to  be  the  basis  of  a  cause  of  action  or 
a  lawsuit. 

That's  not  what  we're  after.  We  want  the  Administrator  and  her 
staff,  in  her  own  head,  to  go  through  the  intellectual  discipline,  the 
logical  discipline  which  risk  assessment  entails.  That's  what  we're 
after  here,  is  to  go  through  that,  and  then,  once  it's  gone  through, 
then  to  give  it  out  in  understandable  form  to  the  public.  We  want 
the  public  to  understand,  because  the  public  is  going  to  pay  for 
these  regulations. 

Now,  will  there  be  times  when  they  can't  accurately  assess  the 
risk  or  the  cost?  Sure.  Will  there  be  times  when  the  public  calls  for 
more  regulation  than  science  provides  for?  Of  course.  That's  what 
this  democracy  is  about.  But  at  least  in  the  first  instance,  get  the 
information  out  there  to  the  public.  Well,  even  before  you  get  it  out 
to  the  public,  at  least  go  through  the  discipline  that  gets  you  there. 

I  mean,  don't  adopt  one  of  these  regulations  without  being  able 
to  identify  the  risk.  And  sometimes  they  do  that.  They  just  don't 
identify  tne  risk. 

Now,  it  is  perfectly  clear  that  this  changes  no  substantive  law. 
It  changes  no  power  of  the  regulator.  All  the  environmental  laws 
will  still  be  in  place  and  it's  not  our  intention  to  change  those. 

Now,  what's  it  going  to  cost?  Well,  CBO  said  $20  million  a  year, 
or  nothing  if  you  apply  it  just  to  major  rules,  and  that  was  before — 
CBO  said  that  before  they  came  out  with  their  own  set  of  regula- 
tions. And  I  submit  their  own  set  of  regulations,  they  have  to  do 
a  lot  of  this  anyway. 

Now,  let's  talk  aoout  this  Executive  order,  because  you  know  it's 
interesting.  We're  told,  on  the  one  hand,  Bennett,  we  don't  want 
your  amendment  because  it's  going  to  slow  this  thing  down;  it's 
going  to  cost  too  much  money;  but,  oy  the  way,  we've  already  done 
it  anyway  in  the  Executive  order. 

Well,  they  have  done  something  in  the  Executive  order,  but  I 
would  invite  you  all  to  read  this  Executive  order.  It  is  a  master- 
piece of  words.  I  mean,  look  at  this  thing.  It's  as  long  as  I  don't 
know  what,  and  it  amounts  to  very  little. 

Listen  to  this,  for  example.  You've  got  three  big  sections  here. 
The  first  involves  principles.  It  says  that  these  12  principles  should 
be  adhered  to,  should.  You  don't  have  to  be  a  very  good  lawyer  to 


14 

know  the  difference  between  "should"  and  "shall."  So  you  should 
adhere  to  12  principles,  and  then  you  read  the  principles,  and  then 
the  principles  say  you  "shall"  use  risk  assessment.  You  should  ad- 
here to  the  principle  of  "shall"  use  risk  assessment. 

Now,  either  that  is  a  monument  to  bad  legal  drafting  or  it  is  an 
intention  to  make  it  appear  that  there  is  something  here  that  ain't 
there.  And  I  can  tell  you,  it  is  not  there. 

Second,  it  provides  for  a  regulatory  plan  that  applies  to  the  most 
important  significant  regulatory  actions.  "Significant  regulations 
actions"  are  defined  as  being  regulations  that  involve  $100  million 
jT  more,  but  "most  more  important  significant  regulatory  actions" 
are  not  defined,  so  it  means  that  the  Administrator  shall  come  up 
with  an  annual  report  dealing  with  some  concept  which  she  is  free 
to  define. 

The  guts  of  the  Executive  order  are  contained  in  section  6,  which 
saj's  that  you  shall  assess  benefits  and  costs.  But  section  6,  which 
is  the  real  guts,  that  requires  what  you  do  with  your  regulations, 
does  not  require  risk  analysis,  does  not  require  that  it  be  based  on 
the  best  scientific  information,  does  not  require  that  it  be  compared 
to  other  risks,  does  not  require  that  there  be  a  justification  between 
the  cost  expended  and  the  risk  identified,  does  not,  in  fact,  even  re- 
quire the  identification  of  the  risk. 

So  that  in  these  marvelously  complicated  regulations,  you  end  up 
v/ith  a  requirement  of  very  little.  And,  most  important,  they  are 
free  to  exempt  classes  of  regulations  or  individual  regulations.  In 
other  words,  it  is  consensual.  It  gives  you,  in  effect,  nothing  more 
than  you  had  before.  Let  me  just  sum  up,  Mr.  Chairman.  You've 
been  generous  with  your  time. 

Mr.  CoNYERS  [presiding].  I  always  am,  when  a  Senator  is  in  the 
room. 

Mr.  Johnston.  By  saying  that  to  have  an  understandable  certifi- 
cate, which  both  the  Administrator  or  the  Secretary  can  under- 
stand and  that  the  public  can  understand  cannot  do  any  harm  to 
this  regulatory  system  or  to  the  Giovernment  of  the  United  States. 

And  I  would  urge  that  this  committee  and  the  House  of  Rep- 
resentatives face  up  to  one  of  the  most  serious  problems  facing 
America  today,  and  that  is  the  huge  cost  of  regulation.  Thank  you, 
Mr.  Chairman. 

[The  prepared  statement  of  Mr.  Johnston  can  be  found  in  the  ap- 
pendix.] 

Mr.  CoNYERS.  Well,  you're  very  welcome.  And  your  ability  and 
concern  and  persuasiveness  has  been  felt  by  all  of  us  here  and  the 
depth  of  feeling  that  you  have  about  the  subject  matter. 

Before  we  start  with  Ms.  Katzen,  I've  noticed  that  the  gentleman 
from  California,  Mr.  Waxman,  has  entered  the  room.  He's  been  con- 
ducting hearings  elsewhere,  and  I  wanted  to  recognize  him  momen- 
tarily. 

Mr.  Waxman.  Thank  you  very  much,  Mr.  Chairman.  Senator  and 
Ms.  Katzen,  we're  pleased  to  see  you  here  today. 

The  chairman  and  I  have  been  taking  turns  because  I  chaired  a 
hearing  when  he  was  a  witness  and  I  dismissed  him  out  of  order, 
and  now  he's  doing  me  the  favor  of  getting  a  chance  to  say  a  few 
words,  but  then  I  have  to  return  to  my  own  hearing. 
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I  just  wanted  to  commend  the  chairman  for  holding  today's  hear- 
ing. I  think  the  testimony  well  receive  on  this  whole  question  of 
risk  assessment  will  debunk  much  of  the  myth  about  the  use  of 
risk  analysis  at  EPA. 

The  fact  is  that  EPA  already  uses  risk  analysis  in  their  decision- 
making, but  such  analysis  is  not  a  panacea  and  is  not  relied  upon 
as  the  exclusive  basis  for  decisions,  and  that's  as  it  should  be. 
Those  who  seek  to  impose  additional  risk-based  requirements  as 
part  of  the  EPA  Cabinet  bill  are,  in  my  view,  misguided. 

Risk  analysis  cannot  address  the  fundamental  policy  questions 
that  must  be  resolved  in  regulatory  decisions — questions  such  as 
who  do  we  protect?  Everyone  or  the  most  sensitive  individuals? 
How  do  we  value  a  human  life?  How  do  we  prioritize  between  pre- 
venting lung  cancer,  protecting  children  from  lead  poisoning,  or 
protecting  wilderness  areas?  What  exposures  do  we  assume?  The 
exposure  to  an  average  person  or  the  exposure  to  the  most  sen- 
sitive? 

Greater  use  of  risk  analysis  will  be  of  help  in  efforts  to  address 
these  critical  matters,  but  risk  analysis  is  simply  one  of  the  tools 
that  can  help  us  identify  unmet  environmental  priorities.  For  ex- 
ample, the  Surgeon  General  has  found  that  50,000  Americans  die 
of  cancer  and  heart  disease  each  year  from  exposure  to  environ- 
mental tobacco  smoke.  This  is  a  priority,  based  on  any  evaluation 
of  risk  that  we  ought  to  be  addressing. 

But  mandating  risk  analysis  will  not  succeed  in  improving  EPA 
decisions  or  in  reducing  the  cost  of  protecting  the  public  health  or 
the  environment.  We  ought  to  have  it  as  a  tool  when  it's  appro- 
priate, and  not  in  every  case  looked  at  as  the  sole  answer.  There's 
risk  assessment,  there's  cost-benefit  analysis,  there's  risk  manage- 
ment. These  are  all  important  tools,  and  we  ought  to  recognize  in 
a  case-by-case  situation,  they  ought  to  be  used  when  appropriate. 

I  thank  the  chairman  for  recognizing  me  to  make  these  com- 
ments and  I  look  forward  to  following  this  hearing,  although  I 
won't  be  able  to  do  it  by  being  present  throughout. 

Mr.  CoNYERS.  Well,  we  let  everyone  make  an  opening  statement. 
Senator  Johnston,  I  know  your  schedule  is  busy  and  if  it  suits  you, 
we  would  invite  you  to  stay  or  we  can  excuse  you  whenever  you 
choose.  We  deeply  appreciate  your  attendance  here  today. 

Mr.  Johnston.  I  would  be  glad  to  follow  the  lead  of  the  chair. 
If  there  are  any  questions  that  anyone  would  have,  I'd  be  glad  to 
answer  those. 

Mr.  CoNYERS,  I  was  trying  to  head  them  off,  in  my  own  subtle 
way,  because  we  have  a  couple  of  panels  here  that  Mr.  Synar  has 
put  together.  And  you've  been  very  clear  in  your  remarks,  sir.  And 
we  thank  you. 

Mr.  Johnston.  I  hope  that  means  you  agree,  Mr.  Chairman. 

Mr.  Conyers.  It's  taken  me  a  lot  further  than  I  expected  to  come 
when  I  got  up  this  morning.  I'll  tell  you  that.  You're  very  good. 

Mr.  Johnston.  Thank  you  very  much  for  being  so  patient. 

Mr.  Conyers.  Ms.  Katzen,  you're  the  one  who  has  been  patient 
this  morning.  From  the  Office  of  Management  and  Budget,  OIRA, 
we  welcome  you.  We've  got  your  statement  and  we'd  like  you  to 
begin. 
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STATEMENT  OF  SALLY  KATZEN,  ADMINISTRATOR,  OFFICE  OF 
INI  ORMATION  AND  REGULATORY  AFFAIRS,  OFFICE  OF  MAN- 
AGEMENT  AND  BUDGET,  WASfflNGTON,  DC 

Ms.  Katzen.  Thank  you  very  much,  Mr.  Chairman  and  members 
of  the  subcommittee.  It  has  been  very  interesting  sitting  and  listen- 
ing to  your  very  articulate  statements. 

I  appreciate  the  opportunity  to  testify  this  morning  on  risk  anal- 
ysis. It  is  an  issue  that  is  very  important  to  the  administration  and 
to  OIRA  in  particular. 

I  aid  prepare  written  testimony  and  I  would  ask  that  it  be  incor- 
porated in  the  record. 

Mr.  CONYERS.  Without  objection,  so  ordered. 

Ms.  Katzen.  Thank  you.  OIRA  has  specified  statutory  respon- 
sibilities and  is  charged  under  various  Executive  orders  with  co- 
ordinating and  reviewing  executive  branch  regulatory  policy  mat- 
ters. 

Tiifcre  have  been  several  references  this  morning  to  the  Executive 
order  on  regulatory  planning  and  review  which  was  signed  by 
President  Clinton  on  September  30,  1993.  That  order  sets  forth 
various  principles  and  processes  to  promote  a  regulatory  policy  that 
i:-  not  proregulation  or  antiregulation,  but  designed  to  produce 
smart  regulations — regulations  that  will  limit  pollution,  increase 
wciker  safety,  discourage  unfair  business  practices,  and  contribute 
in  a  host  of  ways  to  a  healthier,  safer,  more  productive  and  equi- 
table society,  without  imposing  undue  costs,  retarding  innovation, 
reducing  productivity,  or  distorting  incentives. 

In  the  section  on  regulatory  principles,  the  Executive  order  in- 
?5tructs  agencies  to  identify  the  problem  that  they  intend  to  address 
and  tc  assess  the  significance  of  the  problem.  And  while  it  is  stated 
in  terms  of  "should,  when  the  President  of  the  United  States  signs 
an  Executive  order,  speaking  to  those  who  are  Presidential  ap- 
pointees, the  "should"  carries  great  weight. 

Of  particular  relevance,  the  order  states  that  in  setting  regu- 
latory priorities,  each  agency  shall  consider,  to  the  extent  reason- 
able, the  degree  and  nature  of  the  risk  posed  by  various  substances 
or  activities  within  its  jurisdiction.  In  the  section  on  planning,  it 
says  that  Federal  agencies  are  to  consider  how  the  action  they  pro- 
pose will  reduce  risk  to  public  health,  safety,  or  the  environment, 
as  well  as  how  the  magnitude  of  the  risk  addressed  by  the  action 
proposed  relates  to  other  risks  within  their  jurisdiction. 

The  Executive  order  also  emphasizes  the  importance  of  good 
data.  It  says  each  agency  shall  base  its  decisions  on  the  best  rea- 
sonably obtainable  scientific,  technical,  economic,  and  other  infor- 
mation concerning  the  need  for,  and  the  consequences  of,  the  in- 
tended regulation. 

This  brings  us  squarely  to  risk  analysis,  for  it  is  one  generally 
recognized  mechanism  to  incorporate  science  into  regulatory  deci- 
sionmaking, and  it  is  a  means  of  organizing  scientific,  technical,  so- 
cial, economic  information  in  a  way  that  enables  policymakers — not 
the  scientists  but  policymakers — to  understand  the  consequences  of 
their  actions  and  hence,  make  informed  choices. 

Finally,  under  the  Executive  order,  my  oiTice  is  charged  with  re- 
viewing significant  executive  branch  regulations,  including  specifi- 
cally the  assessments  and  the  analyses — including  risk  analyses — 
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that  justify  the  proposed  regulations,  to  ensure  that  the  agencies 
have  adhered  to  the  Executive  order. 

Not  surprisingly,  I  believe  in  analysis.  I  believe  in  cost-benefit 
analysis.  I  believe  in  risk  analysis.  The  chairman  this  morning 
stated  that  there's  nothing  magic  about  risk  analysis.  There's  noth- 
ing mysterious  about  it,  either.  At  one  level  it  is  a  very  basic  con- 
cept. We  live  every  day  with  risk  analysis.  Life  is  full  of  risks,  and 
risk  analysis  is  a  way  of  gathering,  assembling,  arraying  the  infor- 
mation that  one  needs  to  make  decisions. 

For  example,  you  have  a  cold.  You  can  take  one  of  several  medi- 
cines. Some  are  stronger,  more  effective.  But  those  that  are  more 
effective  may  make  you  drowsy  or  have  other  adverse  side  effects 
while  they're  reducing  the  symptoms  that  you're  complaining 
about. 

Of  course,  you  have  the  option  of  not  doing  anything.  You  might 
improve  quickly.  You  might,  however,  develop  sinusitis  or  some- 
thing more  serious.  You  consider  all  these  factors  before  you  take 
the  action  that  you're  going  to  take — to  medicate  yourself  or  other- 
wise. 

Now,  the  concept  is  simple,  and  the  implementation  in  this  hypo- 
thetical is  relatively  straightforward.  But  when  you  look  at  imple- 
mentation of  risk  analysis  in  the  area  of  health,  safety,  and  en\ii- 
ronmental  regulations,  it  is  quite  complex  and  quite  difficult,  tak- 
ing us  to  various  levels  of  a  variety  of  disciplines,  including  the 
natural  sciences  that  we  heard  about  today,  and  the  social  sciences. 
For  example,  exposure  to  a  toxic  ingredient  is  behavioral,  in  part. 
It  involves  economics,  the  costs  that  are  involved  in  the  various  se- 
lected strategies,  statistics,  even  psychology.  Implementation  of 
risk  analysis  is  almost  never  as  simple  as  choosing  medicine  for  a 
cold. 

Now,  as  the  chairman  said  earlier,  risk  analysis  is  a  tool.  It  is 
one  of  many  tools  in  the  regulatory  tool  kit. 

Because  it  is  so  important  and  because  it  represents  the  conver- 
gence of  science  and  regulation,  Dr.  John  Gibbons,  who  is  the  As- 
sistant to  the  President  for  Science  and  Technology  in  the  Office  of 
Science  and  Technology  Policy  [OSTP]  in  the  White  House,  and  I 
convened  representatives  of  the  White  House  policy  offices  and  the 
regulatory  agencies  that  regulate  risk  to  discuss  this  issue. 

The  purpose  of  the  meetings  was  to  use  the  Executive  order  on 
regulatory  planning  and  review  as  a  point  of  departure  and  build 
consensus  for  a  comprehensive,  coherent  approach  to  risk  analysis 
across  the  agencies  that  address  environmental,  health,  and  safety 
issues.  Our  goal  was  to  promote  the  development  of  consistent 
methodologies,  where  appropriate,  and  prevent  gaps  or  duplications 
of  effort. 

What  has  emerged  from  these  discussions  is  a  basic  framework 
that  sets  forth  our  approach  to  risk  assessment,  risk  management, 
risk  communications  and  the  setting  of  priorities.  The  framework 
is  set  forth  in  my  written  testimony  and  I'd  be  happy  to  answer 
any  questions  on  that  material. 

We  want  to  move  from  this  framework  to  a  series  of  guidance 
memorandums  beginning — probably  within  the  next  few  weeks — 
with  a  very  general  statement  of  our  basic  approach,  and  then  sub- 
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sequent  memorandums,  as  necessary,  addressing  more  specific  is- 
sues of  implementation. 

The  analogy  that  I  use  is  peeling  layers  of  an  onion.  We  intend 
to  approach  this  step  by  step — as  an  evolving  process  rather  than 
a  one-shot  attempt  to  provide  a  definitive  statement  on  an  issue 
which  simply  does  not  lend  itself  to  that. 

Our  efforts  are  going  to  be  focussed  through  two  particular  ac- 
tivities. The  President  recently  signed  Executive  Order  12881  es- 
tablishing the  National  Science  and  Technology  Council,  and  OSTP 
is  currently  organizing  a  subcommittee  on  risk  that  will  look  at  the 
more  technical,  scientific  aspects  of  risk  assessment.  It  will  include 
most  of  the  Federal  agencies  that  regulate  health,  safety,  and  envi- 
ronmental risks. 

Second,  under  the  Executive  Order  12866,  I  chair  a  regulatory 
working  group  which  consists  of  representatives  of  the  major  regu- 
latory agencies  and  the  White  House  policy  offices.  At  our  most  re- 
cent meeting,  a  week  ago,  we  created  an  interagency  committee  on 
risk  anaWsis. 

One  of'^the  projects  that  committee  will  undertake  is  a  compila- 
tion of  the  statutes  that,  in  some  way,  require  regulation  of  risk. 
As  Chairman  Synar  noted,  to  a  certain  extent,  the  priorities  that 
are  set  forth  have  been  set  by  Congress^the  agencies  are  not  able 
to  change  them. 

Those  statutes  deal  with  risk  in  a  variety  of  ways:  some  tolerate 
no  risk;  others  speak  of  "reasonable,"  and  still  others  use  the  term 
"not  unreasonable"  risk.  There  are  references  to  "safe  risk,"  and  to 
"significant  risk." 

Some  statutes  preclude  any  consideration  of  costs  in  risk  man- 
agement, while  others  use  such  terms  as  "affordability"  or  "feasibil- 
ity" or  "cost  effectiveness."  We  will  look  for  ways  to  work  with  Con- 
gress to  bring  greater  consistency  to  the  process.  If  you  want  to 
make  a  difference,  a  real  difference,  I  believe  this  is  the  path  to 
pursue. 

One  of  the  other  priorities  of  the  committee  of  the  regulatory 
working  group  is  to  evaluate  the  feasibility  of  looking  at  risks 
across  agencies — commonly  referred  to  as  comparative  risk  analysis 
[CRA].  We  have  to  consider  the  feasibility  of  such  a  venture  be- 
cause there  are  differences  in  available  data,  and  differences  in  the 
depth  of  knowledge  and  the  methods  used  to  estimate  risk  that 
make  the  process  extraordinarily  difficult.  Nonetheless,  CRA  war- 
rants our  attention  and  further  consideration.  And  the  members  of 
this  interagency  group,  who  live  with  these  organic  statutes  and 
who  deal  daily  with  the  particular  issues,  are  in  the  best  position 
to  handle  it. 

Now,  I  want  to  stress  again  that  many  agencies  are  engaged  in 
regulatory  risk.  While  risk  analysis  has  most  recently  been  dis- 
cussed in  the  context  of  EPA,  it  is  applicable  across  a  broad  range 
of  agencies,  including  the  Department  of  Energy  and  the  Depart- 
ment of  Defense,  which  must  clean  up  contaminated  sites;  the  Food 
and  Drug  Administration,  which  is  charged  with  managing  food 
safety  and  approving  drug  and  medical  devices;  the  Occupational 
Health  and  Safety  Administration;  the  Consumer  Product  Safety 
Administration;  the  National  Highway  Traffic  Safety  Administra- 
tion, and  many  others. 
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The  principles  of  risk  analysis  apply  to  all  of  these  agencies.  The 
administration,  therefore,  believes  that  the  subject  should  be  ad- 
dressed in  a  consistent  and  comprehensive  manner,  rather  than  by 
a  piecemeal  approach,  program  by  program  or  agency  by  agency. 

As  you  know,  the  President  has  said  he  would  oppose  the  John- 
ston amendment  because  he  wants  a  clean  bill — one  only  relating 
to  the  structure,  organization,  or  status  of  EPA.  And  while  Jack 
Quinn  had  worked  with  Senator  Johnston,  we  did  not  support  the 
amendment  because  of  our  preference  for  a  clean  bill.  But  beyond 
process,  there  is  the  issue  of  the  amendment's  limited  applicability 
to  EPA  and  the  real  need  for  these  rules  to  be  applied  consistently. 

There's  also  a  question  of  timing.  We  have  learned  a  lot.  The 
issue  has  been  subject  to  enormous  attention,  and  that  is  highly 
beneficial.  But  this  is  an  evolving  field,  and  to  freeze  in  time  where 
we  are  now,  I  think,  would  be  counterproductive. 

Part  of  our  group's  efforts  will  be  to  continue  to  retain  sufficient 
flexibility  so  that  we  can  learn  and  incorporate  new  thinking  in  the 
process.  And  it  is  important  that  we  develop  a  broad-based 
concensus  including  not  only  the  agencies,  but  also  the  Hill,  and 
specifically  with  members  of  this  committee,  and  with  State  and 
local  governments,  public  interest  groups,  businesses,  and  the  pub- 
lic at  large.  All  have  a  stake  in  this. 

[The  prepared  statement  of  Ms.  Katzen  follows:] 
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Ualtad  Btataa  Rouaa  of  Rapraaaatativaa 

Fabruary  1,  19«4 


latreduetiea 

Good  morning  Kr.  Chalman  and  Kanbara  of  tha  Subcomnlttoaa.   I  ao 
tha  Admlnlatrator  of  the  Office  of  Infomation  and  Regulatory 
Affairs  (OIRA)  within  tha  Office  of  Management  and  Budget.   OIRA 
has  specified  statutory  rasponsibilitiea  and  ia  charged  under 
various  Executive  Orders  with  the  task  of  coordinating  and 
reviewing  Executive  Branch  regulatory  policy  nattera. 

I  appreciate  the  opportunity  to  testify  on  the  issue  of  risk 
analysis.   It  is  an  isaua  that  is  very  important  to  tha 
AdFiinistration,  and  to  OIRA  in  particular. 

The  discussion  of  risk  analysis  is  not  new  —  policy  makers, 
scientists,  economists,  and  students  of  public  administration 
have  debated  various  aapects  of  risk  analysis  for  years.  There 
is  a  substantial  (and  growing)  body  of  literature  on  the  subject, 
and  over  the  last  few  years,  risk  analysis  has  received 
increasing  attention  and  visibility  and  as  a  result  is  finally, 
in  a  sense,  coming  into  its  own.  But  despite  the  raised 
attention,  there  is  still  some  confusion  as  to  what  risk  analysis 
is  all  about,  and  certainly  no  agreeoant  as  to  the  role  it  ahould 
play  in  public  policy  decision-making,  and  specifically  when, 
how,  «tnd  by  whom  it  should  be  used. 
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Th*  concept  of  risk  analysis  appears  to  bs  relatlvaly 
straightfoxvard  and  sinple,  although  its  implsmsntation  can  b« 
quits  complsx  and  challsnging.  As  you  know,  lifs  is  full  of 
rieks  and  those  engaged  in  public  policy  (elected  and  appointed 
officials  in  both  the  leglslativs  and  executive  branches)  are 
often  called  upon  to  act  to  reduce  those  risks  or  minimize  their 
adverse  effects.  Risk  analysis  is  a  way  of  organizing  what  we 
know  about  risk.  To  reduce  a  particular  risk,  there  may  be 
several  courses  of  action;  each  course  nay  present  its  own  risks, 
and  there  Is  obviously  the  risk  of  doing  nothing.   Consider,  for 
example,  the  concern  about  injuries  resulting  from  automobile 
accidents  that  was  the  subject  of  public  policy  debates  several 
years  ago.   Risk  analysis  provides  a  method  of  estimating  the 
frequency  with  which  such  injuries  occur  and  the  relative 
effectiveness  of  seat  belts  and/or  air  bags  in  reducing  the 
injuries  sustained;  it  also  provides  a  mechanism  for  estimating 
the  relative  costs  of  the  possible  alternatives  —  both  the 
direct  costs  and  the  possible  indirect  costs  (e.g.,   some  drivers 
may  drive  even  faster  on  the  assumption  that  they  can  do  so 
safely  with  passive  restraints,  thereby  increasing  the  risk  of 
injury  to  persons  and  property) .  Clearly  risk  analysis  does  not 
itself  determine  the  outcome  —  in  this  case,  what  protections 
should  be  mandated.   The  selection  of  the  appropriate  risk 
management  strategy  is  for  the  public  policy  decision-makers,  but 
risk  analysis  is  a  useful  tool  for  assembling  and  arraying  the 
information,  so  that  those  decision-makers  can  make  more  informed 
decisions. 

The  above  discussion  else  should  make  olear  that  risk  analysis 
nay  be  useful  for  a  broad  range  of  risks.   Recently,  the  subject 
has  been  discussed  primarily  in  the  context  of  the  work  done  by 
the  Environmental  Protection  Agency.  Vet,  risk  analysie  applies 
to  all  agencies  with  missions  to  reduce  hazards  to  human  health, 
safety  or  the  environment,  Including  the  Department  of  Energy  and 
the  Department  of  Defense,  which  must  clean  up  contaminated 
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sites;  the  Food  and  Drug  Administration,  charged  with  managing 
food  safety  and  approving  drug  and  medical  devices;  the 
Occupational  Safety  and  Health  Administration,  the  Consumer 
Product  and  Safety  Administration,  the  National  Highway  Traffic 
and  Safety  Administration  and  many  others. 

Given  the  importance  and  the  cross-cutting  nature  of  the  issue, 
the  Executive  Office  of  the  President  has  sought  to  provide 
leadership  in  this  area.  I'll  be  focusing  in  this  testimony  on 
activities  in  which  the  White  House  is  specifically  involved. 
There  are,  however,  many  important  activities  at  the  various 
agencies.  You  will  be  hearing  later  this  morning  from  Lynn 
Goldman,  the  Assistant  Administrator  at  the  Environmental 
Protection  Agency  and  the  Director  of  its  Offics  of  Prevention, 
Pesticides,  and  Toxic  Substances,  who  will  be  providing 
information  about  some  of  the  fine  work  EPA  is  doing  in  this 
field. 


BaokgrouBd 

Tha  Clinton  Administration  is  committed  to  a  sound,  effective 
regulatory  policy,  and  it  recognizes  the  importance  of  risk 
analysis  in  the  regulatory  decision-making  process.  The 
Executive  Order  on  Regulatory  Planning  and  Review  (E.O.  12866) , 
signed  by  the  President  on  September  30,  1993,  seeks  to  establish 
a  regulatory  policy  that  "works  for  [the  American  people] ,  not 
against  them."  It  sets  forth  principles  and  processes  to  promote 
a  regulatory  policy  that  is  not  pro-regulation  or  anti-regulation 
but  smart  regulation  —  regulation  that  limits  pollution, 
increases  worker  safety,  discourages  unfair  business  practices, 
and  contributes  in  many  other  ways  to  a  safer,  healthier,  more 
productive  and  equitable  society,  without  creating  undue  burden, 
retarding  innovation,  reducing  productivity,  distorting 
incentives  or  adversely  affecting  living  standards. 
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In  th«  Bectlon  on  rsgulatory  principles,  the  Executive  Order 
begins  by  requiring  agencies  to  identify  the  problem  that  they 
intend  to  address  as  well  as  assess  the  significance  of  that 
problem.  (Section  1(b)(1))  Of  particular  relevance  here,  the 
Order  states  that  Federal  agencies  are  to  consider  "how  the 
action  [they  propose]  will  reduce  risks  to  public  health,  safety, 
or  the  environment,  as  well  as  how  the  magnitude  of  the  risJe 
addressed  by  the  action  relates  to  other  risks  within  the 
jurisdiction  of  the  agency."  (Section  1(b)(4))  In  the  section  on 
planning,  the  Executive  Order  states  that  "in  setting  regulatory 
priorities,  each  agency  shall  consider,  to  the  extent  reasonable, 
the  degree  and  nature  of  the  rislc  posed  by  various  substances  or 
activities  within  its  jurisdiction."  (Section  4(c)(1)(d)) 

The  Executive  Order  also  emphasizes  the  importance  of  good  data: 
"each  agency  shall  base  its  decisions  on  the  best  reasonably - 
obtainable  scientific,  technical,  economic,  and  other  information 
concerning  the  need  for,  and  consequences  of,  the  intended 
regulation."  (Section  1(b)(7))  Risk  analysis  thus  is  only  one 
tool  —  but  a  very  important  tool  —  in  the  regulatory  tool  kit; 
it  is  a  mechanism  to  incorporate  science  into  ra^latory 
decision-making  and  a  means  for  organising  scientific,  technical, 
social  and  economic  information  in  a  way  that  enables  policy 
makers  z.o  make  informed  choices. 

Given  the  convergence  of  science  and  regulatory  policy.  Dr.  John 
H.  Gibbons,  Assistant  to  the  President  for  Science  and  Technology 
and  the  Director  of  the  Office  of  Science  and  Technology  Policy 
(OSTP) ,  and  I  convened  representatives  of  the  White  Rouse  policy 
offices  and  the  regulatory  agencies  that  regulate  risk  to  discuss 
this  issue.   The  purpose  of  the  meetings  was  to  build  consensus 
for  a  comprehensive  and  consistsnt  approach  to  risk  across 
agencies  that  address  environmental,  health  and  safety  issues; 
our  goal  is  to  promote  the  development  of  consistent 
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mathodologlea,  wh«r«  appropriat*,  and  preventing  gaps  and/or 
duplication  of  af forts  acroes  agencias. 

Our  initiativs  was  vail  received,  and  after  several  meetings  we 
developed  a  basic  franework,  a  prellninary  structure  of 
principles  of  risk  analysis.  Our  approach  can  be  divided  into 
four  areas i 

Risk  Asses^m^pt^  the  first  step  in  risk  analysis  is  to  assemble 
some  of  the  relevant  data.  Risk  assessment  is  the  term  used  for 
the  process  of  describing  or  characterizing  the  nature  and 
magnitude  of  the  risk.  It  includes,  for  example,  a  measure 
(whether  it  be  a  point  or  a  range)  both  of  the  toxicity  of  the 
substance  and  the  anticipated  exposures.   Characterization  of 
risk  should  be  both  qualitative  and  quantitative  (i.e.,  both 
descriptive  and  mathematical) . 

Risk  assessment  —  even  when  it  employs  the  best  available 
evidence  —  is  not  an  exact  or  perfect  science.  There  are  many 
questions  and  uncertainties  associated  with  the  risk  analysi* 
process.   Indeed,  the  literature  is  filled  with^debates  on  such 
technical  issues  as  whsther  to  extrapolate  from  lab  animals  to 
humans  on  the  basis  of  body  weight  or  surface  area. 

In  addition,  science  does  not  have  all  of  the  answers;  there  ere 
and  will  inevitably  be  —  no  matter  hov  much  we  learn  —  gaps  in 
scientific  knowledge.  It  is  essential,  therefore,  that  when 
judgements  and  inferences  are  made  to  bridge  these  gaps,  as  they 
necessarily  will  be,  they  should  be  made  explicit.  There  will 
also  inevitably  be  uncertainties  even  about  "scientific  facts". 
Kot  only  must  risk  managers  be  informed  about  the  existence  (and 
magnitude)  of  the  uncertainties  that  exist,  they  must  also  b* 
Informed  when  such  factors  as  "conservative  assumptions," 
"margins  of  safety,"  and  "uncertainty  factors"  are  Incorporated 
in  the  analysis. 
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It  is  also  Important  to  separata  tha  infarancas  grounded  in  the 
natural  sciancas,  as  well  as  the  economic,  technical,  and 
bahavloral  sciancas,  from  policy  judgements  (sea  "Risk 
Management"  below) .  The  former  (the  set  of  facts  and  inferences 
grounded  in  the  sciences)  should  pass  muster  under  peer  review  by 
those  in  the  same  discipline,  who  should  have  an  opportunity  for 
such  review  to  ensure  that  tha  underlying  work  was  done 
competently  and  that  any  assumptions  made  are  reasonable.   Public 
comment  would  also  help  to  ensure  that  the  highest  professional 
standards  are  maintained. 

Risk  Management .  Risk  management  is  the  process  of  weighing  risk 
estimates  with  or  against  other  key  elements  of  public  policy 
decisions,  such  as  equity,  quality  of  life,  individual 
preferences,  cost-effectiveness,  and  the  distribution  of  costs 
and  benefits.  In  other  words,  risk  management  is  the  process  by 
which  risk  assessment  data  are  augmented  by  analyses  of  other 
benefits  (both  direct  and  indirect,  both  quantifiable  and  non- 
quantif iabla)  associated  with  the  selection  or  implementation  of 
a  risk  management  strateqry,  together  with  analyses  of  the  costs 
(both  direct  and  indirect,  both  quantifiable  and  non- 
quantifiable)  associated  with  each  strategy.   These  are  tha 
decisions  that  should  be  made  by  the  elected  and  appointed 
officials  charged  with  the  responsibility  (and  accountable  to  the 
public)  for  public  policy. 

It  is  essential  that  those  in  public  policy  charged  with  risk 
management  keep  open  the  lines  of  communication  with  risk 
assessors  to  assure  that  risk  assessments  anticipate  and  address 
the  widest  range  of  risk-related  issues  that  will  be  relevant  to 
the  risk  mtmagement  decision.  It  is  also  essential  for  the  risk 
managers  to  keep  open  the  lines  of  communication  with  tha  public 
so  that  their  perceptions  can  be  incorporated  into  the  decision- 
making process. 
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Risk  Coromimicatlon.   The  exchange  of  information  about  ri«)c«,  and 
perceptions  about  risks,  between  the  policy  nakers  and  the  public 
is  known  as  risk  communication.  Whan  "experts"  describe  the  risk, 
it  is  important  to  explain  the  basis  for  significant  assumptions, 
data,  models,  and  inferences  used  or  relied  upon;  and  to  describe 
the  extent  and  magnitude  of  siqrnificant  uncertainties  associated 
with  the  assessment  or  decision.  Not  only  should  risks  be 
communicated  accurately  and  objectively,  but  they  should  be 
communicated  in  a  way  that  can  be  readily  understood  by  the 
public  in  the  context  of  other  familiar  risks. 

The  importance  of  communicating  risks  to  the  public  is 
underscored  by  some  studies  that  demonstrate  little  correlation 
between  public  perception  and  scientific  judgements  about  the 
magnitudes  of  risks  for  a  number  of  activities.   Some  have 
suggested  that  this  is  a  function  of  media  attention  on  certain 
risks  that  are  more  easily  understood  (and  hence  covered  by  the 
mass  media)  to  the  detriment  of  coverage  of  potentially  more 
harmful,  but  more  complicated,  risks.   Indeed,  other  studies  ihow 
that  when  the  public  is  providsd  with  the  relevant  Information  in 
an  understandable  manner,  their  choices  more  closely  parallel 
those  of  the  "experts". 

There  are  other  possible  explanations  for  the  apparent  divergence 
between  "expert"  and  public  perceptions.  One  is  that  the 
public's  rzmking  of  risks  may  reflect  the  incorporation  of  other 
or  different  values  from  those  used  by  the  "experts".   For 
example,  while  it  is  widely  accepted  (and  well  publicized)  that, 
on  average,  driving  an  automobile  is  more  dangerous  than  flying 
some  distance,  many  people  choose  to  drive  Instead  of  fly  because 
of  an  acute  fear  of  air  travel.  Another  explanation  for  the 
discrepancy  may  be  the  distinction  between  voluntary  and 
Involuntary  risks.   It  may  be  that  the  public  will  react  more 
adversely  to  the  involuntary  (if  it  is  truly  involuntary)  risk  of 
living  next  to  a  nuclear  power  plant  (which  has  a  relatively 
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snail  health  rlak)  than  to  th«  voluntary  rlak  of  ■moking  savaral 
packs  of  clgarattaa  a  day  (which  is  a  wall-docunented  high  health 
risk) .   Thers  is  also  the  effect  that  the  distribution  of 
benefits  may  have;  in  the  preceding  example,  most  smokers  say 
they  enjoy  smoking,  whereas  residents  living  next  door  tc  a  power 
plant  may  not  derive  any  benefit  from  their  proximity  to  the 
cits.   In  any  event,  given  the  different  perspectives,  it  is 
important  that  risk  communication  truly  be  a  two-way  process. 

The  Setting  of  Priorities .  Risk  analysis  provides  an  important 
input  for  the  setting  of  priorities.   It  helps  us  allocate 
limited  resources  so  they  will  have  maximal  impact  —  in  other 
words,  so  we  can  achieve  the  "biggest  bang  for  the  buck". 

Accordingly,  wo  believe  that  agencies  should  rank  risks  within 
their  jurisdictions.  Whsn  it  is  not  feasible  to  do  so  with 
precision,  the  relevant  decision-makers  should  attempt  to  group 
them  in  broad  risk  categories  (e.g.,  high  risk,  moderate  risk, 
and  low  risk. 

As  with  risk  management  decisions,  ths  setting  of  priorities 
should  take  into  account  the  views  of  internal  agency  experts  and 
a  broad  range  of  individuals  in  state  and  local  governments, 
industry,  acadamia  and  non-govemaental  organixations,  as  well  ae 
the  public  at  large.   Where  possible,  the  relevant  decision- 
makers (and  again,  these  are  the  elected  and  appointed  policy 
officers)  should  attempt  to  reflect  consensus  views  in  the 
setting  of  priorities  and  should  attempt  to  coordinate  risk 
reduction  efforts  wherever  feasible. 


Major  8hert-tera  AdalBistretiea  Objeetives 

Our  intention  is  to  continue  the  dialogue  we  began  with  the 
agencies  and  ultimately  to  produce  a  ssries  of  guidance  memoranda 
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beginning  with  a  general  statement  of  our  basic  approach  and  then 
8Ub8ec[uent  laanoranda  as  necessary  addressing  more  specific  issues 
of  implementation.   Like  peeling  layers  of  an  onion,  we  intend  to 
approach  this  issua  atep  by  step;  we  envision  an  evolving 
process,  rather  than  a  one-shot  attempt  to  provide  the 
Administration's  definitive  statement.  We  have  chosen  this 
coarse  not  only  because  of  the  number  and  complexity  of  risk 
analysis  issues,  but  also  because  we  perceive  a  need  to  develop  a 
broad-based  consensus,  not  only  within  the  Executive  Branch,  but 
with  those  on  Capitol  Hill,  State  and  local  governments,  business 
groups,  and  public  interest  and  non-governmental  groups.  All  of 
these  stakeholders  are  affected  and  all  can  contribute  to  the 
process.   Furthermore,  risk  analysis  is  an  evolving  process  and 
we  must  retain  sufficient  flexibility  to  incorporate  advances  in 
thinking  about  the  subject. 

As  we  continue  our  work,  our  efforts  will  be  focused  through  two 
particular  activities  on  risk  that  are  centered  in  the  White 
House  and  that  will  be  proceeding  in  parallel.   First,  the 
President  recently  signed  Executive  Order  12881  establishing  the 
National  Science  and  Technoloqry  Council  (NSTC) .   Currently,  OSTP 
is  organizing  an  NSTC  Subcommittee  on  Risk  Assessment  to  evaluate 
the  risk  assessment  aspects  of  risk  analysis.   This  Subcommittee 
will  examine  the  scientific  issues  associated  with  the  evaluation 
of  risk,  including  issues  pertaining  to  cancer,  noncancer,  and 
ecological  risk  assessment  methodologies  in  general.  The 
Subcommittee  will  include  most  Federal  agencies  that  regulate 
health,  safety  and  environmental  risks. 

6eoond,  under  E.O.  12866,  the  Administrator  of  OZRA  chairs  e 
Regulatory  Working  Group  (RW6)  consisting  of  representatives  of 
the  major  regulatory  agencies,  the  White  House  policy  offices, 
and  the  Office  of  the  Vice  President.  The  Order  charges  the  RUG 
with  exploring  the  methods,  efficacy  and  utility  of  comparative 
risk  assessment.  At  the  most  recent  meeting,  we  established  a 
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committa*  on  risk  analysis  to  be  co-chaired  by  OSTP  and  EPA.   One 
of  the  projects  the  coaiQittee  will  undertake  is  the  compilation 
of  statutes  that  in  some  way  require  regulation  of  risk.  As  you 
know,  the  manner  in  which  statutes  deal  with  risks  varies  widely 
—  some  tolerate  no  risk,  while  others  speak  of  "reasonable"  or 
"not  unreasonable"  risk  or  "safe"  or  "eignificant"  risk;  some 
statutes  preclude  consideration  of  costs  in  risk  management, 
while  others  use  terms  such  as  "affordability"  or  "feasibility" 
or  "cost  effectiveness".  He  will  look  for  ways  to  work  with  the 
Congress  to  bring  greater  consistency  to  the  process.  The  RWO 
committee  will  also  explore  the  feasibility  of  comparing  risks 
across  agencies.  He  recognize  that  differences  in  available 
data,  depth  of  knowledge,  and  the  methods  used  to  estimate  risks 
make  comparative  risk  analysis  difficult.  However,  while  it  may 
be  rough  and  inexact,  the  committee  is  charged  with  exploring 
whether  such  an  undertaking  would  be  useful.  _ 

In  addition  to  these  two  parallel  tracks,  the  Administration  is 
also  in  discussions  with  various  non-governmental  organizations 
to  participate  in,  be  aware  of,  and  promote  risk-related 
projects.  For  example,  we  are  working  with  Resources  for  the 
Future  on  issues  related  to  managing  risk  and  setting  priorities. 
Through  the  Keystone  Center,  we  hope  to  initiate  a  policy 
dialogue  on  risk  analysis,  a  broad-based  discussion  on  how  risk 
is  evaluated  and  used  in  making  regulatory  decisions.  He 
recently  participated  in  the  Interbranch  Forum  on  Risk  at  the 
Brookings  Institution,  a  discussion  of  risk  policy  among  the 
executive,  legislative  and  judicial  branches  of  government.   Aztd 
we  are  having  discussions  with  the  National  Research  Council 
about  a  potential  study  on  the  scientific  aspects  of  risk  based 
priority  setting. 


84-713  O  -  94  -  ? 
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conolutioB 

Ris)c  analysis  is  an  undanlably  important  part  of  rsgulatory 
dacision-naking  bscause  of  its  usefulness  as  a  tool,  albeit  an 
imperfect  one,  for  setting  priorities  and  for  selecting  among 
alternative  courses  of  action.  The  Adainistration  has  made 
significant  progress  in  this  area,  through  Executive  Order  No. 
12866  and  with  our  interagency  consultations.   Because  the 
principles  of  risk  analysis  are  applicable  across  agencies  that 
regulate  risks  to  health,  safety  and  the  environment,  it  is 
important  that  we  develop  a  broad-based  consensus.   It  is  also 
important  that  wa  consult  extensively  with  other  interested 
entities,  including  the  Congress  (and  specifically  the  Members  of 
this  Committee) ,  State  and  local  government  officials,  and 
representatives  from  businesses,  public  interest  groups,  and  the 
public  at  large.   I  look  forward  to  continuing  our  work  with  your 
help. 

This  concludes  my  prepared  testimony.   I  look  forward  to 
answering  any  questions  you  may  have. 
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Mr.  CoNYERS.  Thank  you  so  much,  Ms.  Katzen.  We're  off  to  a 
good  start.  The  ranking  member,  Mr.  McCandless  from  CaHfornia, 
is  recognized. 

Mr.  McCandless.  Thank  you,  Mr.  Chairman. 

Ms.  Katzen,  I  wondered  if  you  would — I'm  sure  vou  have  a  copy 
of  Executive  Order  12866  there  in  one  of  your  piles? 

Ms.   Katzen.  Actually,  I  don't,  but  I'm  very  familiar  with  its 

terms. 

Mr.  McCandless.  Well,  there  seems  to  be  a  need  for  an  amplifi- 
cation of  your  comments  relative  to  those  of  the  good  Senator.  On 
page  2,  subsection  B,  it  says,  "The  principles  of  regulation."  And 
then  it  goes  on  to  say,  "to  ensure  that  the  agency's  regulatory  pro- 
grams are  consistent  with  the  philosophy  set  forth  above,  agencies 
should  adhere  to  the  following  principles,  to  the  extent  permitted 
by  law  and  where  applicable." 

Then  it  goes  ahead  to  say,  "Each  agency  shall  identify,"  "Each 
agency  shall  examine,"  "Each  agency  shall  identify  and  assess." 
But  key  here,  unless  I'm  missing  a  point  somewhere,  is  the  prin- 
ciples of  regulation  should  adhere  to  the  following. 

Ms.  Katzen.  I  believe  that  the  language  is  "to  ensure  that  they 
are  consistent  with  the  President's  program  and  priorities,  agencies 
should  do  this."  It's  a  normative  statement.  It  provides  a  means  to 
an  end,  such  as:  to  get  from  here  to  there,  you  "should"  turn  left 
at  the  stoplight. 

Mr.  McCandless.  Why  don't  we  send  this  down  to  you  and  have 
you  comment  on  it,  because  not  being  an  English  major,  maybe  I'm 
misinterpreting  the  language  here.  Page  2. 

Ms.  Katzen.  Judge  Breyer  has  one.  Yes? 

Mr.  McCandless.  Or  maybe  we  can  get  a  judicial  opinion  on 
this. 

Ms.  Katzen.  Sir,  it  may  have  been  inartfully  drafted,  and  I  will 
accept  some  responsibility  for  that,  but  the  statement  is  that  to  en- 
sure that  the  agencies  are  consistent  with  the  philosophy,  they 
should  do  the  following:  A,  B,  C,  D,  and  E.  As  I  said  earlier,  it's 
a  normative  statement  of  how  an  agency  gets  from  here  to  there. 
While  we  may  not  have  written  it  perfiectly,  the  agencies  under- 
stand that  they  are  obligated  to  adhere  to  the  principles.  I  do  not 
think  there  is  any  dispute  about  that. 

Mr.  McCandless.  Then  it's  your  conclusion  or  interpretation 
that,  in  essence,  the  rest  of  the  following  1  through  12  are  "shalls" 
and  "shall  be  done  by  the  agency." 

Ms.  Katzen.  Yes.  And  if  the  "shalls"  are  done,  the  programs 
would  be  consistent  with  the  philosophy  set  forth  in  the  order. 

Mr.  McCandless.  Thank  you,  Mr.  Chairman. 

Mr.  Conyers.  You're  welcome.  Chairman  Synar. 

Mr.  Synar.  Thank  you,  Mr.  Chairman. 

Ms.  Katzen,  let's  start  off  with  this.  Is  this  problem  unique  to 
EPA  or  is  this  across  the  government? 

Ms.  Katzen.  No,  it  is  across  the  board,  from  the  smaller  agencies 
that  are  specifically  assigned  tasks,  such  as  OSHA  and  FDA,  to 
those  that  you  wouldn't  think 

Mr.  Synar.  So  the  Johnston  amendment  only  applies  to  EPA, 
correct? 

Ms.  Katzen.  It  does  indeed. 


32 

Mr.  Synar,  All  right.  Now,  when  you  took  over  office  a  year  ago, 
how  backlogged  were  you  at  OIRA,  with  respect  to  regulations? 
How  many  were  on  hold? 

Ms.  Katzen.  I  don't  have  the  specific  numbers.  The  President  is- 
sued a  memorandum  his  second  day  in  office  asking  that  those  reg- 
ulations that  were  on  hold  be  returned  to  the  agencies  to  be  re- 
viewed by  a  Clinton  appointee. 

Mr.  Synar.  What's  our  status  now,  given  the  Executive  order  and 
the  90-day  review  rule? 

Ms.  Katzen.  I  saw  some  data  recently  which  showed  that  the 
numbers  are  declining  and  the  time  line  is  declining,  as  well,  as 
we  urge  selectivity.  This  is  a  point  which  we  grappled  with  in 
drafting  the  Executive  order.  Should  we  look  at  all  regulations  or 
be  selective? 

Mr.  Synar.  Well,  I'm  going  to  get  into  that  in  a  second.  Now,  the 
Johnston  amendment  basically  requires  a  review  of  every  single 
EPA  regulation.  How  many  of  the  EPA  regulations  are  what  are 
called  routine  or  not  costly  or  controversial? 

Ms.  Katzen.  There  was  a  study  done  several  years  ago  that 
showed  that  close  to  50  percent  were  relatively  routine. 

Mr.  Synar.  So  implementing  the  Johnston  amendment  would  lit- 
erally cause  paralysis  by  analysis  wouldn't  it? 

Ms.  Katzen.  Yes. 

Mr.  Synar.  Now,  one  of  the  things  that  concerns  me  about  the 
Johnston  amendment  is  that  it  really  flies  in  the  face  of  what  we've 
been  trying  to  do  with  what  we  called  risk  "assumptions."  Many 
argue  that  we've  got  to  get  away  from  that  and  we've  got  to  get 
into  what's  called  good  data  to  make  these  decisions.  Many  of  my 
colleagues  have  commented  on  that  today. 

Am  I  wrong  in  concluding  that  if  we  want  to  base  more  of  these 
decisions  on  data,  rather  than  on  assumptions,  that  we're  going  to 
have  one  hell  of  a  paper  chase  through  corporations,  through  indus- 
tries that  are  going  to  have  to  provide  that  "good  data"  to  EPA  and 
that  we  are  going  to  overburden  them  more  than  they  ever  antici- 
pated, by  requiring  more  data  from  them  to  make  what's  called 
"good  data"  decisions. 

Ms.  Katzen.  It  depends  on  how  comprehensive  you  have  to  be. 
If  you're  going  to  require  risk  analysis  for  the  routine  matters,  it 
would,  I  think,  cause  paralysis,  which  is  why  I  answered  "yes"  to 
your  earlier  question. 

Mr.  Synar.  But  there's  a  potential  that  industry  and  particular 
companies  and  others  are  going  to  have  to  provide  more  informa- 
tion under  the  Johnston  amendment,  versus  less. 

Ms.  Katzen.  It's  hard  to  answer  that  categorically  because  there 
are  different  program  offices,  which  have  different  data  already 
available.  Some  offices  are  data  rich  and  some  are  data  poor. 

Our  hope  would  be  to  get  good,  quality  data  throughout.  Some 
of  that  could  be  generated  by  the  agencies,  not  by  the  businesses, 
but  others  would  have  to  come  from  those  who  have  it. 

Mr.  Synar.  All  right.  One  final  question.  We're  going  to  hear 
from  Judge  Breyer  in  the  next  panel.  His  comment  is  that  "The 
people  who  are  currently  performing  risk  assessment  and  risk 
management  duties  lack  sufficient  multidisciplinary  expertise  to 
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make  these  scientific,  economic  and  policy  decisions."  I  think  that's 
a  direct  quote  from  his  testimony. 

Do  you  believe  that's  true  for  your  staff? 

Ms.  Katzen.  I'm  not  sure  which  people  he's  talking  about.  If  he's 
talking  about  my  staff,  I  have  multiple  disciplines  represented 
within  the  staff.  Of  course,  risk  management  is  undertaken  by  the 
policy  people  rather  than  scientists.  Our  office  checks  to  see  that 
they  have  been  provided  with  the  information  so  they  can  make  the 
policy  judgment. 

Mr.  Synar.  But  the  reviewers  themselves  don't  have  that  sci- 
entific, multidiscipline  ability. 

Ms.  Katzen.  In  my  office  or  the  EPA? 

Mr.  Synar.  In  your  office. 

Ms.  Katzen.  My  staff  is  primarily  strong  in  public  policy — in  eco- 
nomics, statistics,  engineering,  and  some  sciences — but  we  use  the 
Office  of  Science  and  Technology  Policy  [OSTP]  within  the  White 
House  for  scientific  support,  and  the  Council  of  Economic  Advisors 
[CEA],  for  economic  support  there.  In  this  way  we  bring  the  mul- 
tiple dimensions  to  play. 

Mr.  Synar.  Thank  you. 

Mr.  CoNYERS.  Thank  you.  Chairman  Synar.  The  chair  is  pleased 
to  recognize  the  gentleman  from  Florida,  Mr.  Mica. 

Mr.  Mica.  Thank  you,  Mr.  Chairman. 

How  often.  Ma'am,  do  we  have  an  opportunity  to  create  a  Cabi- 
net-level position?  Are  you  aware? 

Ms.  Katzen.  There  have  been  three  or  four  since  I  came  to 
Washington,  but  it's  not  a  daily  event,  thankfully. 

Mr.  Mica.  What's  the  difference  between  an  Executive  order  and 
a  law? 

Ms.  Katzen.  An  Executive  order  can  more  easily  be  modified  to 
reflect  changes  in  thinking  and  the  development  of  ideas  than  leg- 
islation, which,  once  passed,  often  remains  on  the  books,  whether 
it's  timely  or  not,  whether  it's  responsive  or  not. 

This  is  one  of  the  reasons  why  cost-benefit  analysis  and  risk  as- 
sessment have  been  the  subject  of  Executive  orders,  rather  than 
legislation,  since  President  Nixon.  With  every  President  since 
Nixon,  this  subject  has  been  handled  by  Executive  order.  President 
Carter,  President  Reagan,  President  Bush  all  issued  Executive  or- 
ders to  set  forth  the  provisions  that  they  wanted  to  see  applied  in 
the  review  of  regulations. 

Mr.  Mica.  Which  has  precedent,  the  law  or 

Ms.  Katzen.  The  law  does,  and  for  that  reason,  there  are  times 
when  our  office  will  call  for  more  cost  information  and  we  are  told 
that  the  Agency's  statute  precludes  it  from  considering  it.  We,  of 
course,  must  defer  to  the  law. 

Mr.  Mica.  So  actually,  we  have  a  problem  with  the  law  that  an 
Executive  order  cannot  address.  Is  that  correct? 

Ms.  Katzen.  We  only  have  a  problem  where  the  law  precludes 
or  limits  or  restrains  in  some  way  the  type  of  analysis  that  our 
agency  may  consider.  But  if  the  law  is  silent,  then  the  Executive 
order  fills  tne  gap  by  calling  for  the  analysis  and  data. 

Our  Executive  order  cannot,  of  course,  apply  to  congressional  de- 
cisions. But  then  legislation  would  not  be  covered  by  the  provisions 
of  the  proposed  amendments  to  the  EPA  elevation  bill. 
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Mr.  Mica.  One  of  the  problems  that  we  have  is  that  Congress 
has  indeed  passed  all  of  these  laws  and  set  priorities  that,  in  fact, 
may  or  may  not  be  conflicting.  And  my  concern  is  we  just  heard 
Senator  Johnston  say  that  well  probably  be  worse  off  with  the  Ex- 
ecutive order  or  we'll  be  in  the  same  position  we  are,  and  it's  mean- 
ingless. 

Ms.  Katzen.  I  have  great  respect  for  the  Senator  but  I  do  dis- 
agree with  him  on  that  subject. 

Mr.  Mica.  What's  the  difference  between  "shall"  and  "will"? 

Ms.  Katzen.  The  difference  between  "shall"  and  "should"  is  that 
"shall"  is  binding;  "should"  is  not.  But,  when  they're  both  spoken 
by  the  President  of  the  United  States,  speaking  to  those  whom  he 
has  appointed,  there  is  little,  if  any,  difference.  When  the  President 
tells  me  that  I  should  be  doing  something,  I  certainly  think  I  will 
do  it. 

Mr.  Mica.  Well,  what's  interesting  is,  and  I'd  love  to  have  you 
come  to  some  of  the  hearings  we've  had  just  in  my  short  tenure  of 
the  Congress,  but  no  one  seems  to  be  listening.  And  that's  probably 
echoed  by  the  sentiment  of  every  public  body  I  can  think  of,  from 
the  Governors  down  to  the  lowest  elected  official  at  the  local  level; 
business,  industry,  and  agriculture  are  totally  frustrated  with  the 
process,  and  they  aren't  listening. 

We've  heard  testimony  that  the  bureaucrats  do  not  listen,  and  we 
have  an  opportunity  here  to  do  something  that,  in  fact,  would  be 
directed  in  law  rather  than  in  an  Executive  order  without  teeth. 

Ms.  Katzen.  Well,  with  respect,  I  was  confirmed  in  late  May, 
and  since  then  I  have  met  with  several  agencies,  not  just  EPA,  and 
a  number  of  bureaucrats.  It  is  very  clear  to  me  that  they  hear  me, 
and  that  they  are  aware  of  the  Executive  order  and  are  responsive. 
There  is  a  very  significant  dialog  that  is  taking  place  and  from 
which  we  are  all  benefiting,  but  you  have  to  give  the  Executive 
order  a  chance  to  work.  We  have  in  place,  I  believe,  a  very  solid 
basis  for  proceeding. 

Mr.  Mica.  Fortunately,  bureaucrats  and  Members  of  Congress 
are  only  temporary  fixtures  and  we  do  live  under  a  system  of  gov- 
ernment that  is  provided  for  by  law. 

I  have  additional  questions  of  a  technical  nature,  based  on  some 
of  the  points  in  the  Executive  order,  and  I  won't  belabor  the  time 
of  the  committee  with  that,  but  I  ask  unanimous  consent  that  I 
submit  them  to  the  witness  for  response  at  a  later  date. 

Mr.  CONYERS.  We  would  like  to  have  them  submitted  and  the  an- 
swer included  in  our  hearing. 

Mr.  Mica.  Thank  you,  Mr.  Chairman. 

[The  material  can  be  found  in  the  appendix.] 

Mr.  CoNYERS.  You're  welcome.  Mr.  Gary  Condit,  the  man  who  we 
promised  these  hearings  to. 

Mr.  CONDIT.  Thank  you,  Mr.  Chairman.  I  appreciate  that  very 
much. 

Ms.  Katzen,  thank  you  very  much  for  being  here  today  and 
thanks  for  vour  help  in  this  issue.  You've  been  very  informative 
and  very  helpful  and  I  personally  appreciate  that. 

I  would  like  to  ask,  would  the  administration  be  opposed  to  legis- 
lation proposed  to  codify  or  comply  with  the  intent  of  the  Executive 
order  on  regulatory  planning  and  review? 
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Ms.  Katzen.  It's  hard  to  commit  in  advance,  before  seeing  the  ac- 
tual language.  As  I  stated  earlier,  I  believe  deeply  in  the  provisions 
in  the  Executive  order,  and  I  think  that  it  sets  forth  good  policy. 
I  also  believe  those  provisions  belong  in  Executive  order,  so  that 
they  can  be  modified,  if  necessary,  to  make  the  order  tighter  or 
looser. 

When  the  President  signed  the  Executive  order,  he  issued  an  ac- 
companying memorandum  calling  for  a  report  from  my  office,  after 
the  first  6  months,  to  evaluate  how  well  it's  working.  I  think  that's 
the  right  approach.  You  drafted  an  order  that  received  very  strong 
support  when  it  was  issued,  both  by  the  business  community  and 
the  public  interest  community.  Most  said,  however,  that  the  true 
test  will  be  how  it  is  implemented. 

I  will  be  delivering  the  6  month  report  to  the  President  this 
spring,  and  at  that  point  we'll  see  whether  there  are  adjustments 
that  should  be  made.  Once  you  put  it  in  legislation,  it's  cast  in  con- 
crete, and  I  think  that's  a  problem. 

But  the  order  does  apply  across  all  agencies,  unlike  the  Johnston 
amendment,  and  I  think  it's  highly  preferable  in  that  respect. 

Mr.  CoNDiT.  I  do  appreciate  the  fact  that  you  and  other  people 
in  the  EPA  and  other  bureaucracies  would  like  to  have  as  much 
flexibility  as  possible,  and  I  understand  that  is  an  objective.  But 
those  of  us  sitting  up  here  may  not  want  you  to  have  as  much  flexi- 
bility as  you  want. 

Do  you  concede  to  me  that  that's  a  legitimate  concern? 

Ms.  Katzen.  I  understand  your  position. 

Mr.  CoNDiT.  OK  Tell  me,  how  does  the  0MB  plan  to  deal  with 
the  issue  of  possible  bias  by  agency  in  the  implementation  of  its 
Executive  order? 

Ms.  Katzen.  Possible  bias? 

Mr.  CoNDiT.  Correct,  the  self-fulfilling  prophesy  that  I  mentioned 
earlier  in  my  opening  statement,  that  you  justify  the  risks — ^that 
it's  all  inside  baseball.  It's  the  fox  guarding  the  henhouse  kind  of 
approach, 

Ms.  Katzen.  Well,  my  experience  in  talking  with  the  agencies 
about  the  issues  that  come  before  us,  has  been  a  very  open,  recep- 
tive, understanding  discussion.  When  we're  talking  to  the  agencies, 
including  the  EPA,  they're  fully  aware  of  the  wide  range  of  views 
on  the  subject. 

I  haven't  seen  the  kind  of  bias  that  your  question  assumes,  so 
it's  difficult  for  me  to  say  how  I  would  deal  with  it.  But  what  I  do 
continue  to  preach  the  gospel,  and  talk  to  the  various  agencies,  as 
each  occasion  arises,  about  the  importance  of  analysis  to  inform  de- 
cisionmaking, not  to  iustify  it,  after  the  fact.  This  strikes  a  very  re- 
sponsive chord  at  the  agencies.  And  certainly  the  political  ap- 
pointees, who  are  ultimately  responsible  to  the  President  and  to 
the  electorate  for  their  decisions,  know  they  need  the  information, 
and  they're  pressing  their  staff  to  develop  it. 

So  I  think  we're  all  speaking  from  the  same  script. 

Mr.  CONDIT.  Well,  it  seems  to  me,  though,  when  you  really  get 
into  the  gear  of  doing  risk  assessment,  you  begin  to  make  decisions 
that  either  side  who  disagrees  with  that  decision  is  going  to  chal- 
lenge the  process,  and  it  seems  to  me  you  need  to  have  an  objective 
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way  of  evaluating  that  so  that  the  numbers  are  fair,  and  whatever 
side  criticizes,  you  say,  "No,  this  is  a  legit,  fair  decision." 

Ms.  Katzen.  That's  a  very  good  point.  I  think,  in  that  case,  the 
answer  lies  largely  in  the  transparency  of  the  decisionmaking  proc- 
ess. 

In  my  written  testimony  I  state  that  when  one  is  talking  about 
risk  assessment,  it  is  imperative  that  judgnTients,  inferences,  or  as- 
sumptions be  stated  explicitly.  If  you  re  going  to  use  a  margin  of 
safety,  if  you're  going  to  use  conservative  assumptions,  you  ought 
to  state  explicitly  what  they  are  so  that  the  policymaker,  and  ulti- 
mately the  public,  will  be  fully  aware  of  it. 

There  was  a  call  earlier  in  one  of  the  opening  statements  for  peer 
review.  We  support  peer  review  to  ensure  that  the  highest  profes- 
sional standards  are  maintained.  And  again,  in  my  written  testi- 
mony, I  walk  through  the  various  pieces  of  the  process.  I  believe, 
the  response  to  your  concerns,  which  are  very  legitimate,  is  to 
make  those  kinds  of  judgments,  inferences,  and  assumptions  ex- 
plicit. 

Mr.  CONDIT.  Very  good.  Section  4  of  the  Executive  order  states 
that  "Early  in  each  year's  planning  cycle,  the  Vice  President  shall 
convene  a  meeting  of  the  advisors  and  the  heads  of  agencies  to  seek 
a  common  understanding  and  coordinate  regulatory  efforts." 

Has  this  occurred  this  year,  and  will  the  results  of  the  meeting 
be  made  public? 

Ms.  Katzen.  I  believe  we  are  trying  for  a  late  February  or  early 
March  date  for  the  meeting.  It's  a  scheduling  question.  The  meet- 
ing itself  would  not  be  open,  but  I'm  sure  that  tne  results  will  ulti- 
mately be  made  public. 

Mr.  CoNDiT.  Well,  I  would  encourage,  for  the  question  I  asked 
right  before  this,  that  we  have  as  much  openness  as  we  can  be- 
cause whatever  decisions  come  out,  you'll  be  challenged  from  the 
other  side, 

I  do  appreciate  your  being  here  this  morning.  Thank  you,  Mr. 
Chairman. 

Mr.  CONYERS.  Thank  you,  Mr.  Condit.  The  gentleman  from  New 
York,  Mr.  McHugh. 

Mr.  McHuGH.  Thank  you,  Mr.  Chairman. 

Ms.  Katzen,  welcome.  A  couple  of  questions  on  some  of  the  com- 
ments you  made,  for  my  own  edification.  You  said  that  exposure  to 
a  toxic  substance  is  behavioral,  in  part.  Am  I  correct  in  assuming 
you  mean  such  as  smoking  cigarettes,  those  kinds  of  things?  Or 
what  other  circumstances  were  you  speaking  about? 

Ms.  Katzen.  Well,  there's  also  the  results  of  risk  communication. 
If  you  know  it's  a  toxic  and  you  can  avoid  it,  then  there's  one  way 
of  having  less  exposure.  If,  for  example,  you're  measuring  exposure 
by  breathing  fumes,  there  is  the  question  of  whether  it's  voluntary 
or  involuntary. 

Mr.  McHuGH.  Breathing 

Ms.  Katzen.  Breathing  fumes  or  breathing  particles  in  the  air. 

Mr.  McHuGH.  Voluntary  breathing? 

Ms.  Katzen.  Breathing  certain  substances  can  be  voluntary  in 
some  cases.  If  you're  not  a  smoker  and  you're  in  a  building  and 
smoking  is  not  prohibited,  you  may  be  inhaling  second  hand  smoke. 
That  might  be  involuntary,  in  that  circumstance.  On  the  other 
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hand,  if  a  room  is  designated  a  "smoking  room"  with  big  signs,  and 
you  walk  into  the  room,  maybe  because  you  want  to  smoke  a  ciga- 
rette, that  may  be  voluntary  in  that  circumstance. 

That's  one  aspect  of  it.  The  other  is  that  the  degree  of  exposure 
that  you  have  can,  to  some  extent,  be  influenced  by  what  you  do 
and  how  you  live  your  life,  and  if  you  know  that  there's  a  problem, 
and  whether  you  nonetheless  choose  to  be  exposed. 

Mr.  McHuGH.  OK  Later,  in  defining  risk,  you  talked  of  such 
things  as  reasonable  risk  and  others.  You  said  the  phrase  "safe 
risk."  What  is  a  "safe  risk"? 

Ms.  Katzen.  There  is  a  statute  that  required  limits  on  exposure 
to  a  safe  level,  and  then  the  agency  would  determine  what  a  safe 
level  is.  It's  a  standard  that  is  set  in  statutes.  My  point  was  simply 
that  the  statutes  use  a  variety  of  terms,  which  then  the  agencies 
can  or  cannot  interpret,  depending  on  the  extent  of  legislative  his- 
tory. 

Mr.  McHuGH.  So  that  would  be  interchangeable  with,  say,  "ac- 
ceptable risk"?  Is  that  fair? 

Ms.  Katzen.  I  would  think  so. 

Mr.  McHuGH.  These  are  not  supposed  to  be  complicated.  I'm  just 
trying  to  understand. 

Ms.  Katzen.  Well,  I  think  part  of  the  problem  is  that  different 
terms  are  cast  in  different  statutes.  One  statute  uses  "reasonable" 
another  "not  unreasonable."  Are  they  the  same?  Are  they  different? 
What  is  the  difference? 

Our  hope  in  compiling  all  the  statutes,  would  be  to  come  back 
to  committees  such  as  this  and  say,  "Look  at  the  differences.  Look 
at  the  inconsistencies.  Is  this  really  what  you  want?  Does  this  en- 
hance our  credibility?  Does  it  enhance  your  credibility?  Does  the 
public  better  understand  what  we're  doing  if  we're  using  different 
standards?" 

It  has  happened  that  one  agency  will  find  that  a  particular  sub- 
stance is  bad  and  will  either  eliminate  it  or  restrict  its  use  in  some 
way,  shape,  or  form,  and  another  agency  says  it's  acceptable.  It's 
not  because  they're  using  different  science  in  that  instance.  It's  be- 
cause they  are  governed  by  different  organic  statutes,  which  set 
different  standards. 

If  you  are  implementing  the  Delaney  clause  that  says  "no  risk" 
and  you  have  another  statute,  one  that  says  "acceptable  risk,"  you 
could  very  well  have  such  inconsistency.  And  that  does  not  help 
any  of  us  achieve  what  is  optimal,  in  terms  of  good  public  policy 
or  rational  decisionmaking. 

Mr.  McHUGH,  You  spoke  of  your  6-month  report  period  coming 
up.  Without  trying  to  steal  material  from  the  President  and  Vice 
President's  desk,  how  is  it  going? 

Ms.  Katzen.  The  6-month  period  isn't  up  yet,  so  I  haven't  yet 
begun  to  study  what  happened.  My  own  sense  is  that  it's  going 
well. 

Mr.  McHUGH.  Could  you  share  with  me,  as  someone,  as  I  men- 
tioned in  my  opening  statement,  who  has  come  in  the  relatively  re- 
cent past  from  a  different  level  of  government  and  who  has  to  deal 
with  the  more  earthly  impacts  of  these  kinds  of  regulations,  how 
the  new  process  has  helped  local  governments  and  businesses  to 
deal  with  these  issues? 
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For  example,  could  you  give  me  the  past  two  or  three  changes 
in  regulations  that  have  been  derived  under  this  process  that  have 
saved  localities  money? 

Ms.  Katzen.  Well,  one  that  is  in  process  right  now  and,  in  fact, 
an  EPA  proposal  is  the  result  of  a  reg  neg,  a  negotiated  regulation 
in  which  stakeholders  come  to  the  table  and  themselves  address 
how  best  to  handle  it.  The  Executive  order  also  calls  for  more  con- 
sensual-based regulation.  The  Executive  order  calls  for  more  input 
by  those  who  are  expected  to  be  burdened  by,  as  well  as  those  ex- 
pected to  be  benefited  by  a  proposed  regulation.  My  understanding 
is  that  this  particular  EPA  reg  neg  resulted  in  a  much  more  cost- 
effective  means  of  reaching  the  regulatory  objective. 

The  President  also  signed  another  Executive  order  on  October  26, 
1993,  called  "Intergovernmental  Partnership,"  in  which  the  subject 
of  unfunded  mandates  was  specifically  addressed.  And  on  January 
11  of  this  year,  Leon  Panetta,  the  Director  of  0MB,  sent  a  memo- 
randum to  the  heads  of  all  agencies  and  departments  transmitting 
guidance  on  how  to  implement  that  order.  And  that,  I  think,  is  a 
very  important  issue  that  the  President  is  very  concerned  about. 

Mr.  McHUGH.  Which  regulation  was  negotiated?  I'm  sorry,  I 
didn't  specifically  hear. 

Ms.  Katzen.  This  is  one  that  EPA  has  not  yet  issued.  It  imple- 
ments provisions  of  the  Clean  Water  Act  and  has  to  do  with  com- 
bined sewer  overflows,  I  believe. 

Mr.  McHuGH.  But  that  has  not  come  about  as  yet. 

Ms.  Katzen.  It  is  currently  being  reviewed  under  the  Executive 
order. 

Mr.  McHuGH.  Are  there  any  that  have  been  put  into  place,  under 
your  new  system? 

Ms.  Katzen.  I  can  think  offhand  of  a  couple  in  different  areas, 
other  than  the  environmental  area. 

Mr.  McHUGH.  But  none  in  the  environmental  area? 

Ms.  Katzen.  Well,  I'm  trying  to  be  very  responsive  to  your  ques- 
tion. 

Mr.  McHuGH.  I  appreciate  that. 

Ms.  Katzen.  I  can  get  back  to  you. 

Mr.  McHuGH.  I'm  not  attempting  to  embarrass  you.  I'd  certainly 
welcome  a  response  if  you  could  check  through  your  files  and  if  you 
could  get  back  to  us  because  I  would  seriously  be  interested  in 
what  positive  on-the-ground  working  results  have  come  about. 

[The  information  can  be  found  in  the  appendix.] 

Mr.  Synar  [presiding].  The  gentleman's  time  has  expired.  I've  got 
to  move  on  under  the  5-minute  rule. 

Mr.  McHuGH.  Thank  you,  Mr.  Chairman. 

Mr.  Synar.  Mrs.  Thurman. 

Mrs.  Thurman.  Ms.  Katzen,  I  have  the  very  same  question,  so 
as  you  give  that  information  of  examples  where  the  Executive  order 
has  worked,  I'd  be  very  interested  in  seeing  it,  not  just  in  the  envi- 
ronment, because  quite  honestly,  to  me,  the  whole  issue  should  be 
across  government.  It's  not  just  an  environmental  issue.  Unfortu- 
nately or  fortunately,  the  EPA  bill  was  the  first  time  we  could  get 
any  recognition  for  this,  and  so  therefore  I  think  you  saw  a  lot  of 
us  dumping  on  that  to  raise  the  issue  in  general. 


39 

However,  I  want  to  go  back  to  something  that  the  chairman  said 
about  every  rule.  Now,  if  I  look  at  the  testimony,  or  at  least  the 
record  in  the  Senate  of  the  debate  that  Mr.  Johnston  had  in  the 
Senate,  it  is  my  understanding,  at  least  from  his  answers,  that  if 
they  can't  comply,  they  don't  comply,  and  she  just  writes  that.  I 
mean,  there  is  not  necessarily  every  rule  has  to  go  through  this. 
Is  that  correct? 

Ms.  Katzen.  Well,  it  covers  all,  and  our  concern  is  that  it  covers 
rules  which  are  routine.  When  I  first  came  to  the  Office  of  Informa- 
tion and  Regulatory  Affairs,  one  of  the  first  regulations  I  saw  was 
one  proposed  by  the  Department  of  Transportation,  having  to  do 
with  the  time  that  you  change  the  locks  on  the  St.  Lawrence  Sea- 
way. 

This  is  a  regulation.  To  do  a  cost-benefit  analysis — the  effect  of 
going  from  eastern  standard  time  to  daylight  savings  time  on  the 
changing  the  locks  and  giving  the  public  notice  of  that — does  not 
make  a  whole  lot  of  sense. 

For  that  reason,  we  made  the  Executive  order  focus  on  "signifi- 
cant regulations."  It's  the  comparison  between  the  "significant  reg- 
ulations" that  are  the  focus  of  the  Executive  order  and  the  "all  reg- 
ulations" in  the  Johnston  amendment  that  led  us  to  be  concerned 
about  the  overinclusiveness  of  the  Johnston  amendment. 

Mrs.  Thurman.  Ms.  Katzen,  however,  I  got  the  impression,  from 
both  the  testimony  and  the  letter  written  to  the  White  House  by 
Senator  Johnston  and  others  that  there  was  the  ability  to  commu- 
nicate all  of  this,  to  sit  down  and  talk  about  some  of  these  issues, 
to  where  you  might  have  some  concerns. 

I  mean,  I  can  understand  the  lock  issue,  but  there  are  others  out 
there  that  if  they  just  seem  to  want  to  ignore  them  at  this  point, 
they  can.  I  mean,  I  think  all  of  us  have  looked  at  this  issue  as 
something  where  we're  willing  to  work  with  you,  but  we're  not, 
every  time  we  get  into  this,  we  kind  of  end  up  in  this  fight  kind 
of  thing  about  why  we  should  or  should  not  put  it  into  this  legisla- 
tion. 

So  I  think  that  some  of  that  could  be  looked  at,  and  it  certainly 
seems,  from  the  testimony,  or  at  least  this  Congressional  Record  in 
the  Senate,  that  that  was  a  part  of  it.  Which  leads  me  to  the  other 
thing. 

I'm  real  concerned  that  when  the  administration  sits  down,  with 
a  Senator  or  a  Congressperson,  to  work  out  language,  and  evi- 
dently, this  bill  or  this  amendment  was  taken  off  for  a  while,  re- 
worked and  then  come  back,  and  now  to  come  back  and  say  that 
they  don't  support  it,  and  yet,  in  fact,  they  support  the  idea. 

The  EPA  Director,  Carol  Browner,  sat  in  this  committee  saying 
that  they  approved  of  this  and  wanted  these  kinds  of  things.  I 
mean,  that  was  part  of  the  testimony  she  gave  to  this  committee. 

I'm  kind  of  concerned  that  we're  saying  one  thing  but  not  really 
doing  what  we  had  anticipated  or  what  we  thought  was  going  to 
happen  here.  So  maybe  you  can  address  that,  because  it's  very 
alarming  to  me. 

Ms.  iCvTZEN.  Well,  I  believe  that  there  is  a  difference  between 
being  committed  to  certain  principles  and  believing  in  certain  ob- 
jectives and  the  vehicle  that  you  use  to  impose  those  or  to  require 
their   adherence,   and  you,   I   think,   yourself  recognized   on   the 
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underinclusive  part,  when  you  said,  "Well,  it  applies  to  other  agen- 
cies; it  shouldn't  just  be  applicable  to  the  EPA."  This  bill  isn't  the 
right  vehicle. 

This  is  a  way,  I  believe,  in  which  some  members  can  say,  "OK, 
I  voted  for  risk  assessment.  I've  done  something."  But  to  be  per- 
fectly honest,  there  are  much  more  productive  ways  of  really  doing 
something,  of  being  able  to  make  a  difference  in  this  area.  I  am 
afraid  this  will  give  some  people  a  chance  of  just  saying,  "Well,  you 
know,  I've  voted  for  risk  assessment,"  and  then  walk  away. 

Mrs.  Thurman.  However,  Ms.  Katzen,  when  Mr.  Condit  asked 
the  question  specifically,  could  we  do  this,  and  would  they  accept 
the  issue  across  the  board,  your  answer  was  very  hesitant.  You 
said,  "Well,  we  haven't  looked  at  the  language.  We  haven't  done 
this.'; 

He's  asking  to  codify  the  Executive  order  into  law.  And  so  again, 
it  seems  like  we're  backpeddling.  At  one  time  you  say  the  Executive 
order,  and  that's  what  we're  looking  at  codifying,  and  then  we  turn 
around  and  backpeddle  and  say,  "Well,  you  know,  I  don't  know,  un- 
less we  look  at  the  language."  It's  your  language.  My  time's  up. 

Mr.  Synar.  Mr.  dinger. 

Mr.  Clinger.  Thank  you,  Mr.  Chairman.  Just  a  comment  and 
one  question. 

Thank  you  very  much,  Ms.  Katzen,  for  coming  up  today  and  talk- 
ing with  us  about  this  contentious  but  I  think  important  issue  that 
needs  to  have  a  full  airing,  and  I  think  we're  getting  a  pretty  good 
view  of  where  people  are  coming  from. 

The  one  comment  I  would  make  is  that  you  indicated  that  one 
reason,  or  the  primary  reason  for  really  opposing  the  Johnston 
amendment  as  part  of  the  EPA  operation  was  that  you  wanted  a 
clean  bill.  I  would  therefore  invite  your  attention  to  the  substitute, 
which  I  will  be  offering  tomorrow,  which  is  truly  a  clean  bill.  It  ba- 
sically raises  EPA  to  a  Cabinet-level  status,  but  does  not  have  a 
number  of  things  which  I  would  consider  not  clean  that  are  on  the 
version  that  are  going  to  be  considered.  So  I  would  just 

Ms.  Katzen.  I  think  the  President's  statement  was  that  he  would 
like  this  restricted  to  items  relating  to  only  the  structure,  the  orga- 
nization, and  the  status  of  EPA. 

Mr.  Clinger.  Right.  Your  phrase  was  "clean  bill,"  and  I'm  just 
saying  that  "clean"  is  a  relative  term,  and  I  would  suggest  that  per- 
haps my  substitute  is  a  little  cleaner  than  the  one  that  we're  going 
to  have  before  us  tomorrow. 

The  only  question  really  is  how  did  you  arrive  at  the  $100  mil- 
lion figure  as  the  cut-point  below  which  you  would  not  consider  or 
would  not  undertake  risk?  Was  it  an  arbitrary  figure? 

Ms.  Katzen.  The  $100  million  is  one  of  the  figures.  The  order 
also  uses  the  criterion  of  adversely  affecting  the  economy  or  a  sec- 
tor of  the  economy.  You  could  have  a  $50  million  industry,  and  if 
the  adverse  effects  of  the  regulation  totaled  $48  million,  it  would 
clearly  be  significant. 

So  only  one  of  them.  But  for  nationwide,  $100  million  is,  I  be- 
lieve, the  figure  that  was  used  back  in  the  early  1980's,  either  com- 
ing out  of  the  Carter  administration  or  the  early  days  of  the 
Reagan  administration,  to  distinguish  between  a  major  or  minor 
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rule.  It  is  one  that  has  served  us  well,  and  so  we  use  that  as  one 
of  the  thresholds. 

Mr.  Clinger.  You're  saying  that  it  doesn't  necessarily  imply  that 
it  is  an  arbitrary  cutoff,  that  you  could,  in  fact,  engage  in  risk  anal- 
ysis for  a  regulation  that  might  have  less  of  an  impact,  depending 
upon  the  industry? 

Ms.  Katzen.  That's  right.  The  definition  of  "significant  regu- 
latory action"  is  one  that  has  an  annual  effect  on  the  economy  of 
$100  million  or  more  or  adversely  affects  in  a  material  way  the 
economy,  a  sector  of  the  economy,  productivity,  competition,  jobs, 
the  environment,  public  health  or  safety,  or  State,  local  or  tribal 
governments  or  communities. 

There  are  a  number  of  different  ways  in  which  significance  is 
evaluated.  I  once  said  it  was  a  little  bit  like  the  definition  of  por- 
nography. It's  very  hard  to  define  but  you  know  it  when  you  see 
it.  A  significant  reg — ^you  know  it  when  you  see  it.  And  if  you  talk 
to  the  people  who  are  working  on  a  particular  regulation,  you  say, 
"Is  this  significant?"  most  of  the  heads  will  shake  in  the  same  di- 
rection. 

So  we  have  not  had  a  whole  lot  of  disagreements  about  what  is 
significant  and  what  is  not  significant. 

Mr.  Clinger.  But  the  $100  million  figure  was  really  just  a  carry- 
over as  a  factor? 

Ms.  Katzen.  It  was  a  useful  addition  to  our  litany. 

Mr.  Clinger.  Thank  you. 

Mr.  Synar.  Mr.  Zimmer. 

Mr.  Zimmer.  Thank  you. 

I  appreciate  your  being  here,  Ms.  Katzen.  I'd  like  to  have  clari- 
fication on  the  position  of  the  EPA  on  a  risk  assessment  amend- 
ment. Is  it  your  position  that  EPA  should  not  be  elevated  to  Cabi- 
net status  if  there  is  a  risk  assessment  amendment  attached  to  the 
bill? 

Ms.  Katzen.  I'm  not  speaking  for  EPA.  What  I  have  said  is  that 
EPA  should  be  elevated  to  Cabinet  status.  The  President  is  very 
supportive  of  that,  but  he  has  also  asked  that  the  bill  be  restricted 
itself  to  those  matters  which  pertain  to  the  organization,  the  struc- 
ture, the  status  of  EPA,  and  that  other  matters,  such  as  environ- 
mental policy  be  addressed  separately.  That  is  the  position  of  the 
administration. 

Mr.  Zimmer.  So  it  is  basically  a  question  of  process  rather  than 
the  substance  of  the  Johnston  amendment  that  is  the  major  factor 
behind  the  administration's  opposition? 

Ms.  Katzen.  The  elevation  bill  isn't  the  appropriate  vehicle  in 
which  to  address  analysis.  And  so  I  guess  that's  an  answer  of  "yes." 
I'm  essentially  a  process  person.  I  came  to  this  job  as  an  adminis- 
trative lawyer,  as  someone  involved  in  regulatory  practice,  someone 
who  cares  about  good  government  and  doing  things  the  right  way. 
That's  why  I  care  about  analysis.  That's  why  I  care  about  rigorous 
exploration  of  the  consequences  of  action. 

It's  the  process  part,  and  the  amendment  here  does  not  serve 
that  function. 

Mr.  Zimmer.  Well,  could  you  interpret  the  position  of  the  admin- 
istration? It's  been  expressed  in  a  number  of  ways.  Will  the  Presi- 
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dent  take  out  his  veto  pen  that  he  showed  us  last  week  and  veto 
the  legislation  if  it  has  risk  assessment  language  in  it? 

Ms.  Katzen.  I  cannot  answer  that  question. 

Mr.  ZiMMER.  If  risk  assessment  legislation  of  the  sort  proposed 
by  Senator  Johnston  or  Mr.  Condit,  Mr.  Mica  and  Mrs.  Thurman 
came  up  on  its  own  in  some  kind  of  appropriate  process,  what 
would  your  position  be  on  it  then? 

Ms.  Katzen.  I  would  very  much  like  to  look  at  the  language,  see 
what  is  required,  work  witn  the  members  of  the  committee,  as  ap- 
propriate. I  can't  give  you  the  position  of  the  administration  on 
something  I  haven't  seen.  I'm  sorry. 

Mr.  ZiMMER.  Well,  you've  seen  the  Johnston  amendment.  You've 
seen  the  House  counterpart. 

Ms.  Katzen.  I've  seen  the  Johnston  amendment,  yes. 

Mr.  Zemmer.  If  that  was  a  freestanding  bill,  what  would  your  po- 
sition be? 

Ms.  Katzen.  My  problems  with  the  Johnston  amendment  are 
that  it's  limited  only  to  EPA,  so  it  is  underinclusive,  it  applies  to 
all  regulations  issued  by  EPA,  including  the  most  routine  so  it  is 
overinclusive. 

Mr.  Synar.  Mr.  Zimmer,  you  will  have  that  opportunity  to  ask 
Ms.  Goldman  when  she  comes  up  here  with  the  administration's 
position.  She's  on  the  third  panel. 

Mr.  Zemmer.  Good.  Thank  you,  Mr.  Chairman. 

So  your  personal  position  is  that  one  of  your  objections  to  this 
amendment  is  that  it's  underinclusive,  that  it  only  applies  to  EPA, 
and  that  subject  to  a  de  minimis  exception,  your  personal  position 
is  that  this  is  an  acceptable  approach,  so  long  as  routine  regula- 
tions and  regulations  without  major  economic  impact  would  be  ex- 
empted. 

Ms.  Katzen.  If  you're  asking  for  my  personal  opinion,  my  per- 
sonal opinion  is  that  the  statements  put  forth  represent  sound, 
good  government,  with  the  two  caveats  that  I  have  given  you.  But 
casting  those  statements  in  legislation  is  not  good  government. 
This  is  a  subject  which  has  traditionally  been  the  prerogative  of  the 
executive  branch,  has  traditionally  been  incorporated  in  Executive 
orders,  and  I  personally  believe  that  that  is  the  appropriate  route. 
Whether  that  would  lead  to  the  administration's  opposing  the 
Johnston  amendment  as  a  freestanding  bill,  I  cannot  now  say. 

Mr.  ZiMMER.  But  to  summarize  your  position,  you  don't  think  it 
goes  far  enough,  but  you  don't  think  it  ought  to  be  a  law  at  all. 

Ms.  Katzen.  I  don't  think  it  should  be  in  legislation. 

Mr.  Zimmer.  I  think  I  understand.  Let  me  draw  your  attention 
to  the  recent  report  issued  by  the  National  Academy  of  Sciences 
that  criticized  EPA  for  being  too  exhaustive  in  the  cost-benefit 
analysis  that  it  currently  undertakes  and  suggested  doing  some 
back-of-the-envelope  analyses,  where  that's  warranted. 

Now,  is  there  room  in  the  Executive  order  to  do  that?  What  do 
you  think  of  the  NAS  criticism,  and  are  you  responding  to  that  con- 
cern? 

Ms.  Katzen.  I  think  Dr.  Goldman  will  be  in  a  position  to  respond 
to  that  because  EPA  is  specifically  charged  with  reviewing  and  re- 
sponding to  that  report,  and  I  don  t  want  to  steal  her  thunder. 

Mr.  Synar.  The  gentlemen's  time  has  expired. 
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Mr.  ZiMMER.  Thank  you. 

Mr.  Synar.  The  gentleman  from  South  Carolina. 

Mr.  Spratt.  Thank  you  very  much,  and  thank  you  for  your  testi- 
mony. 

Just  quickly,  as  I  understand  it,  what  you're  saying  here  is  that 
we  shouldn't  elevate  risk  assessment  to  a  status  it  doesn't  deserve 
because  it's  still  a  fairly  primitive  science,  and — ^you  don't  agree 
with  that? 

Ms.  Katzen.  No.  I  believe  in  risk  assessment.  I  believe  in  risk 
analysis.  I  believe  in  risk  management.  I  believe  in  risk  commu- 
nication. I  think  they're  important  issues.  We  are  doing  an  enor- 
mous amount  to  enhance  risk  analysis.  We're  pushing  them  as  far 
and  as  fast  as  we  can. 

At  the  same  time,  I  do  not  believe  these  principles  should  be  in 
legislation  because  legislation  may  freeze  our  progress.  The  kinds 
of  issues  that  are  being  discussed,  I  think,  would  benefit  from  con- 
tinuing attention,  continuing  dialog,  and  continuing  exploration. 
It's  not  unimportant;  rather,  it's  very  important  ana  I  don't  want 
to  get  it  wrong. 

Mr.  Spratt.  Well,  what  I  was  getting  at  is  whether  or  not  you 
think  it's  a  mature  analytical  method  that  can  be  adopted  and  used 
by  the  government,  or  whether  it  stands 

Ms.  Katzen.  I  believe  in  risk  analysis.  I  think  it  is  a  viable  tool. 
I  think  it  is  a  valuable  tool.  I  think  it's  important. 

Mr.  Spratt.  Do  you  also  think  that  it  could  stand  improvement 
and  that  the  government  needs  to  focus  resources  upon  it  to  im- 
prove it  as  an  analytical  method? 

Ms.  Katzen.  We  need  to  focus  on  the  implementation, 

Mr.  Spratt.  Let  me  give  you  an  example.  The  government  helped 
develop  cost-benefit  analysis.  The  Corps  of  Engineers  created  cost- 
benefit  analysis,  the  conceptual  framework  for  it.  But  it  was  a  pret- 
ty soft  field  for  a  long  time,  until  economists  like  Marty  Feldstein 
came  along  and  took  it  and  they  rigorously  worked  out  the  implica- 
tions of  it — such  as  what's  the  right  social  time  preference  rate? 
How  do  you  do  shadow  pricing?  All  of  these  elements  of  it,  they 
took  and  rigorously  worked  out. 

Is  the  government  pursuing  this  kind  of  rigorous  validation  of 
the  techniques  of  risk  assessment,  or  do  we  just  have  a  soft  notion 
of  what  it  is?  Do  we  just  simply  broadcast  the  idea  and  tell  each 
department  to  go  do  it? 

Ms.  Katzen.  I  think  the  kinds  of  statements  that  have  been  in- 
corporated in  the  various  amendments  are  the  soft  treatment;  the 
kind  of  work  we're  doing  is  the  difficult  analytical  work.  I  mean, 
we  could  discuss  for  hours  whether  you  extrapolate  data  from  a 
mouse  to  a  man  based  on  body  weight  or  surface  area.  That  is 
something  which  is  gripping  the  attention  of  those  who  spend  their 
lives  on  this  subject. 

We're  not  going  to  solve  these  problems  at  the  level,  that  is  put 
in  legislation.  Yet  our  offices  are  working  on  the  tougher  issues  of 
implementation.  Earlier  I  talked  about  a  series  of  memorandums, 
which  will  be  addressing  those  kinds  of  implementation  issues. 

Mr.  Spratt.  Let  me  ask  you  this.  Rather  than  ask  you  to  com- 
ment on  legislation  which  is  not  before  you,  there's  an  idea  or  con- 
cept before  you,  and  the  testimony  Judge  Breyer  has  filed.  He  says 
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it  would  make  sense,  he  thinks,  to  have  a  select  group  of  civil  serv- 
ants who  are  dedicated  to  this  purpose,  whose  object  and  role  is 
risk  assessment,  cost-benefit  analysis.  They  become  expert  at  it. 
They  further  the  science.  They  develop  the  methodological  tech- 
nique. 

Do  you  think  that's  a  good  idea?  Without  looking  at  the  fine 
print,  is  that  a  good  idea? 

Ms.  Katzen.  I  think  Judge  Breyer's  ideas  are  almost  always  fine 
ideas,  and  this  is  one  that  I  support.  He  would  have  people  spend 
some  time  in  an  agency  and  learn  how  regulations  are  developed 
some  time  in  my  office  and  learn  how  the  oversight  function  works, 
and  some  time  on  Capitol  Hill  and  see  how  the  legislative  part 
works.  The  development  of  the  professional  regulator,  I  think,  is  a 
superb  idea.  The  seeds  of  it  are  in  our  regulatory  working  group, 
and  we're  already  establishing  such  a  program  within  the  adminis- 
tration. 

So  I  agree  with  the  concept  of  expanding  one's  horizons  to  in- 
clude all  of  these  disciplines. 

Mr.  Spratt.  Thank  you  very  much. 

Mr.  Synar.  Mr.  Sanders. 

Mr.  Sanders.  Thank  you,  Mr.  Chairman. 

Ms.  Katzen,  I  find  myself  in  a  little  bit  of  a  quandary,  for  the 
following  reason,  I  consider  mvself  a  very,  very  strong  environ- 
mentalist, and  in  fact,  would  like  to  see  the  EPA  be  far  more  ag- 
gressive than  it  has  been  in  the  past. 

There  are  two  instances  in  which  I  have  been  in  contact  with 
EPA  and  have  worked,  one  of  them  having  to  do  with  a  polluted 
canal  in  Burlington,  VT,  and  one  of  them  dealing  with  off-gassing 
of  carpets  and  the  causation  of  illness  as  a  result  of  that. 

The  EPA  has  performed,  in  both  instances,  rather  disastrously 
and  slowly.  So  I  find  myself  wanting  the  EPA  to  do  more,  and 
based  on  what  I  have  seen  so  far,  not  being  terribly  impressed  by 
the  efficiency  of  what  the  EPA  has  done. 

In  terms  of  risk  assessment,  let  me  ask  you  a  question.  In  my 
State,  especially  in  our  schools,  we  have,  I  believe,  a  serious  prob- 
lem with  indoor  air  pollution.  Some  of  the  schools  have  literally 
closed  down  for  short  periods  of  time.  Nurses  tell  me  that  a  lot  of 
kids  are  coming  down  with  asthma.  There's  a  significant  increase 
in  asthma  which  may — underline  "may" — be  related  to  the  quality 
of  indoor  air. 

In  our  State  of  Vermont  right  now,  it  is  15  below  zero.  The  build- 
ings are  built  very,  very  tightly.  There's  been  the  introduction  of 
a  whole  lot  of  new  chemicals  into  buildings. 

When  we  talk  about  risk  assessment,  how  much  importance  is 
given  to  sickness?  In  the  equation,  how  important  is  it?  How  much 
are  you  assessing  the  number  of  children  in  my  State  and  through- 
out the  country  who  may  be  becoming  ill  as  a  result  of  chemicals 
in  our  indoor  air  environment?  How  do  you  calculate  that? 

Ms.  Katzen.  Dr.  Goldman  will  be  in  a  better  position  to  respond, 
but  it  is  an  important  point,  that  such  illnesses  should  be  consid- 
ered. When  Senator  Johnston  was  talking  about  lives  saved  for  $1 
trillion,  it's  important  that  the  issue  is  not  solely  that  of  mortality. 
Quality  of  life  is  an  important  factor.  Certain  hazards  could  leave 
you  gravely  injured  or  could  affect  your  reproductive  systems  or 
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your  respiratory  systems  in  a  way  that  really,  truly  impairs  the 
quality  of  life.  So  to  talk  only  about  lives  saved  is  too  narrow  a  lens 
to  look  through  in  addressing  the  effects  of  a  hazard.  EPA  has  been 
taking  such  an  expansive  view  of  the  effects  of  various  hazards. 
Lynn  Goldman  may  be  able  to  expand  on  that. 

Mr.  Sanders.  I'm  getting  a  little  bit  away  from  the  subject  here, 
but  the  concern  that  I  have  in  risk  assessment,  to  the  best  of  my 
knowledge,  every  year,  many,  many  very  powerful  chemicals  are 
being  introduced  into  our  environment.  Is  that  correct? 

Ms.  Katzen.  You're  really  moving  into  the  field  of  Dr.  Goldman, 
who  is  head  of  the  toxics  office  at  EPA  and  could  answer  these 
questions  with  far  more  precision  than  I  could.  I'm  sorry. 

Mr.  Sanders.  I  look  forward  to  hearing  the  answers  from  Dr. 
Goldman.  Thank  you. 

Thank  you,  Mr.  Chairman, 

Mr.  Synar.  Ms.  Brown. 

Ms.  Brown,  Thank  you,  Mr.  Chairman.  I  have  a  statement  that 
I  want  submitted  to  the  record. 

Mr,  Synar.  Without  objection.  We'll  keep  the  record  open  for  all 
statements. 

[The  material  can  be  found  in  the  appendix.] 

Ms.  Brown,  I  just  want  to  say  that  although  I  support  the  gen- 
eral merits  of  risk  assessment,  I  don't  think  this  organizational  bill 
is  the  vehicle  to  do  that.  And  in  fact,  this  amendment  is  what  has 
really  slowed  down  this  bill  from  being  passed  during  the  first  ses- 
sion of  Congress. 

And  I'm  hoping  that  we  find  the  appropriate  vehicle  to  do  this. 
Elevating  EPA  to  the  top  tier  of  the  U.S.  Grovernment  as  an  equal 
member  of  the  President's  Cabinet  of  advisors  must  happen  before 
we  consider  other  environmental  legislation,  such  as  the  Clean 
Water  Act,  Safe  Drinking  Water  Act,  and  Superfund. 

Cost  benefit,  risk  analysis,  taking  private  property,  wetlands, 
and  other  issues  that  affect  existing  environmental  statutes  go  be- 
yond the  scope  of  this  bill.  So  I  would  just  like  to  submit  my  com- 
ments for  the  record. 

I  support  the  President  in  elevating  EPA  as  a  clean  organiza- 
tional bill. 

Mr.  Synar,  Thank  you,  Mr,  Condit  for  one  more  question, 

Mr,  Condit,  Thank  you,  Mr,  Chairman,  I  would  like  unanimous 
consent  to  submit  for  the  record  questions  from  Mr,  Hayes  to  Dr, 
Goldman  and  Ms,  Katzen, 

Mr,  Synar,  Without  objection. 

[The  information  can  be  found  in  the  appendix,] 

Mr,  Condit,  I  do  have  one  quick  question.  Senator  Johnston  was 
here  earlier  and  he  said,  and  I'll  quote  from  his  statement,  "I  want 
to  assure  you  that  I'm  amenable  to  limiting  the  size  and  type  of 
regulation  that  are  subject  to  the  amendment,  and  look  forward  to 
resolving  this  issue  in  conference." 

If  the  Johnston  amendment  were  amended  to  include  only  those 
regulations  that  have  the  impact  of  the  $100  million  that  Mr. 
dinger  made  reference  to,  how  much  would  it  reduce  the  cost  of 
compliance  and  has  the  agency  done  any  calculation  on  this? 
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Ms.  Katzen.  I  believe  Dr.  Goldman  may  have  some  information 
on  that.  We  have  not  considered  that,  since  it  was  not  previously 
presented  in  what  we  were  asked  to  comment  on. 

Mr.  CoNDiT.  OK.  Well,  I'll  ask  Dr.  Goldman  the  question,  as  well. 
Thank  you  very  much,  Ms.  Katzen. 

Mr.  Synar.  Thank  you.  And  Ms.  Katzen,  thank  you  very  much 
for  your  patience  and  time  today.  It's  been  a  long  morning,  so  we 
appreciate  that  and  look  forward  to  working  with  you  in  the  future. 

Ms.  Katzen.  Thank  you,  Mr.  Chairman. 

Mr,  Synar.  Our  next  panel  is  the  Honorable  Stephen  Breyer, 
Chief  Judge,  First  Judicial  Circuit  Court  of  the  United  States,  Bos- 
ton, MA;  Roger  Hirl,  president  and  CEO  of  Occidental  Chemical; 
Randy  Wood,  director  of  the  Department  of  Environmental  Quality, 
Lincoln,  NE,  on  behalf  of  the  National  Governors  Association;  Dr. 
Adam  Finkel,  National  Risk  Reduction  Program,  Resources  for  the 
Future;  Dr.  John  Wargo,  associate  professor  of  environmental  pol- 
icy, Yale  University;  Dr.  John  Graham,  Center  for  Risk  Manage- 
ment, Harvard  University;  Dr.  Robert  Percival,  University  of  Mary- 
land  School  of  Law. 

By  the  way,  I  need  to  tell  Ms.  Katzen  and  others,  because  this 
is  a  dual  hearing  with  Mr.  Conyers,  we  have  foregone  the  swearing 
in  of  witnesses. 

Gentlemen,  thank  you  for  being  patient  with  us.  As  you  can  see, 
it  is  a  very  important  hearing.  We  need  to  begin  discussing  this 
subject  and  let  our  colleagues  speak  out  about  it. 

Please  limit  your  oral  statement  to  5  minutes  so  we  can  get  to 
questions  and  explore  some  of  these  issues.  Judge,  why  don^  you 
go  first? 

STATEMENT  OF  STEPHEN  BREYER,  CHIEF  JUDGE,  FIRST  JUDI- 
CIAL CIRCUIT  COURT  OF  THE  UNITED  STATES,  BOSTON,  MA 

Mr.  Breyer.  Mr.  Chairman,  thank  you  for  the  opportunity.  I'll 
take  less  than  5  minutes. 

The  book  that  I  wrote  is  what  you  might  have  written  if  you'd 
spent  about  2  hours  every  morning — ^because  you  had  to  give  some 
lectures  in  front  of  your  colleagues  at  Harvard  a  frightening 
event — for  about  1^2  years  reading  the  science  literature.  Scientists 
wnte  just  like  lawyers.  Sometimes  they  write  even  better.  I  sum- 
marized what  they  had  written.  My  book  is  a  summary  of  where 
I  saw  the  scientific  mainstream. 

My  testimony  is  a  summary  of  the  book.  Now,  you  would  like  me 
to  summarize  the  summary  of  the  summary.  OK.  I  already  hear  a 
summary  of  the  summary  of  the  summary  in  your  opening  state- 
ment. 

First,  I  agree  with  you.  There  is  a  problem.  The  problem  is  big. 
It  has  several  aspects.  On  the  one  hand,  we  spend  a  lot  of  money 
dealing  with  risks  that  are  awfully  tiny,  sometimes  insignificant. 
On  the  other  hand,  there  are  some  big  problems  in  the  area  of 
health,  safety,  and  the  environment  that  we  are  not  spending 
enough  money  on. 

I  would  call  it  a  problem  of  priorities.  The  issue  is  how  can  we 
save  more  lives? 

Second,  the  causes  are  complicated.  They're  complicated  because 
we  live  in  a  democracy.  People  ought  to  tell  the  government  what 
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to  do.  At  the  same  time,  in  the  next  century,  much  of  what  we  shall 
do  is  highly  technical,  and  none  of  us  are  really  scientists. 

If  you  hear  on  the  radio  that  dioxin  is  a  carcinogen,  you  think 
it  is  bad,  don't  swim  in  it.  But,  what  about  a  molecule  of  dioxin? 
How  bad  is  that? 

Unless  the  public  wants  to  undergo  a  course  in  risk  analysis,  it 
will  never  be  able  to  answer  that  question,  but,  as  a  society  we 
must  answer  that  question  if  we  are  to  give  the  public  the  safety 
that  it  wants  and  needs. 

Congress  has  limited  time,  and  many  issues.  To  what  extent  do 
you  want  to  go  into  the  details?  To  what  extent  can  you  do  so.  How 
many  hearings  can  you  have  on  the  details?  What  kinds  of  bills  do 
you  want  to  write  with  what  degree  of  specificity,  in  a  world  where 
nobody  trusts  anybody?  Do  you  want  to  write  statutes  that  describe 
amounts  of  dioxin  SO-4  down  to  the  14th  molecule?  You  want  to 
write  that  into  legislation,  when  the  science  is  going  to  change  to- 
morrow? It's  difficult  for  Congress  to  do,  and  it's  difficult  for  the 
public  to  understand,  and  it's  difficult  for  the  regulators. 

The  third  point  is  that  I  think  you  are  right  to  focus  on  the  regu- 
latory system,  and  ask  whether  there's  a  way  to  inject  greater  sen- 
sitivity to  priorities.  And  by  that,  what  I  mean  is  do  not  cut  back 
1  inch  from  the  Nation's  commitment  to  health,  safety,  and  the  en- 
vironment. But  rather,  use  that  commitment  in  a  way  that  protects 
the  environment  more  effectively  and  saves  more  lives. 

My  fourth  point  is  that  unfortunately,  I  don't  see  a  good  way  to 
bring  that  better  priorization  about  in  the  short  run.  I  think  that 
what  we're  going  to  have  to  do  is  go  back  to  the  approach  of  FDR's 
new  deal.  That's  pretty  unpopular  now,  in  a  world  where  the  public 
doesn't  trust  the  government.  But  we  must  delegate — remember 
that  new  deal  idea — ^to  administrative  agencies  the  discretionary 
authority  to  do  some  of  this  prioritizing.  Control  the  regulators  a 
little  less,  rather  than  a  little  more.  But  the  President  has  been 
elected  to  do  the  health  and  safety  job.  If  he  doesn't  do  it,  people 
can  vote  for  another  person.  But  give  the  President  the  legal  au- 
thority to  do  it,  and  judge  him  afterwards  according  to  whether  or 
not  he  exercised  his  delegated  power  in  a  way  that  saved  more 
lives. 

What  Ms.  Katzen  said  is  completely  right,  in  my  view.  I  think 
what  they  need  in  the  White  House  is  the  legal  authority  to  do  the 
prioritizing.  And  when  we  were  talking  about  different  people  from 
different  disciplines,  I  also  think  that  in  the  long  run,  in  the  me- 
dium run,  and  in  the  short  run,  it  would  be  helpful  to  bring  in 
some  people  with  experience  at  EPA,  who  know  the  science,  as  well 
as  the  regulation,  as  well  as  the  law.  Bring  some  of  them  right  into 
OIRA.  Indeed,  create  a  career  path  so  that  people  could  be  trained 
over  10  years,  having  worked  in  a  line  agency,  having  worked  at 
the  center,  and,  I  would  hope,  having  worked  in  Congress,  so  you 
get  the  kind  of  person  who  understands  a  little  about  politics  and 
government,  as  well  as  science,  the  problems  of  the  regulators,  and 
law,  and  the  problem  as  seen  from  the  center,  as  well. 

That's  the  kind  of  reform  I  propose.  Those  are  my  four  points. 

[The  prepared  statement  of  Mr.  Breyer  follows:] 
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Testimony  of  Stephen  Brever 

before  The  House  Committee  on  Government  Operations. 

the  Subcommittee  on  Environment.  Energy  and  Natural  Resources. 

and  the  Subcommittee  on  Legislation  and  National  Security 

February  1.  1994 

Mr.  Chairman, 

My  name  is  Stephen  Breyer.  I  am  very  pleased  to 
have  been  invited  by  the  Committee  to  discuss  the  subject  of 
risk  regulation.  It  is  a  subject  that  has  long  interested  me: 
I  have  recently  written  a  book  about  the  federal  regulation 
of  substances  that  create  health  risks,  and  have  taught  risk 
regulation  in  administrative  law  courses  for  a  number  of 
years. 

I  would  like  to  focus  my  comments  today  on  the 
regulation  of  risks  to  health  which  are  fairly  smalX  or 
uncertain.  The  best  device  I  have  found  for  explaining  the 
term  "small  risk"  is  the  "risk  ladder"  prepared  by  Robert 
Cameron  Mitchell  of  Clark  University.  (Chart  1)  .  Most  people 
want  to  ask,  "One  death  out  of  one  million  persons  —  is  that 
a  lot  or  a  little?"  While  there  is  no  good  answer  to  that 
question,  Mitchell  uses  a  "cigarette  equivalency"  table,  shown 
at  the  right  of  the  lower-level  risk  ladder.  It  indicates 
that  the  risk  of  being  hit  by  lightning  is  the  same  as  the 
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risk  of  death  from  smoking  one  cigarette  once  in  your  life, 
and  it  grades  other  risks  accordingly.  For  present  purposes, 
one  should  keep  in  mind  that  many  of  the  regulatory  risks 
addressed  by  current  regulatory  efforts  are  in  the  "blown-up" 
small  risk  portion  of  the  ladder.  ♦ 

Small  risks  often,  but  not  always,  involve  cancer. 
Of  the  2.2  million  Americans  who  die  each  year,  about  22 
percent,  or  500,000,  die  of  cancer.  According 'to  authorities 
Richard  Doll  and  Richard  Peto,  smoking-related  cancer  accounts 
for  30  percent,  or  about  150,000,  of  those  500,000  deaths, 
while  pollution,  "occupation,"  and  industrial  products  account 
for  under  7  percent,  or  less  than  35,000  of  all  cancer  deaths. 
(Chart  2) . 

Small  risks  are  currently  being  regulated  by  no  less 
than  twenty-six  different  statutes  administered  by  at  least 
eight  different  agencies.  The  regulatory  system  federal 
agencies  employ  to  address  and  manage  these  risks  consists  of 
two  basic  parts:  a  technical  part,  called  "risk  assessment," 
or  the  art  of  predicting  risk,  which  is  designed  to  measure 
the  risk  associated  with  a  given  substance;  and  a  more  policy- 
oriented  part,  called  "risk  management,"  which  decides  what 
to  do  about  the  risk  that  the  assessment  reveals. 

I  have  four  propositions  that  I  would  like  to 
present  to  you  today  regarding  the  regulation  of  small  or 
uncertain  risks. 

Mv  first  proposition  is  that  our  recnilatory  system 
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badly  prioritizes  •^he  health  and  environmental  risks  we  face. 
Tunnel  vision,  a  classic  administrative  disease,  causes 
agencies  to  focus  so  single-mindedly  on  a  given  goal  for  a 
given  substance  —  say,  the  "complete"  cleanup  of  a  toxic 
waste  dump  —  that  they  impose  ultra-stringent  standards  to 
neutralize  the  last,  tiniest  bit  of  risk  posed  by  the 
substance.  Because  of  the  slightness  of  the  risks  involved, 
the  strict  standards  impose  high  costs  without  achieving 
significant  additional  safety  benefits.  Moreover,  critics 
complain  —  rightly,  in  my  view  —  that  agencies  lack 
strategies  for  determining  which  of  the  more  than  sixty 
thousand  chemical  substances  potentially  subject  to  regulation 
are  likely  to  need  testing  and  which  are  not.  In  the  absence 
of  such  a  strategy,  regulators  tend  to  overemphasize  known 
cancer  risks  — as  compared  to  other,  possibly  greater  risks, 
such  as  the  risk  of  neurotoxicity,  which  can  cause  brain 
damage.  If  you  add  to  this  lack  of  a  rational  agenda  the  fact 
that  agencies  use  different  methods  for  estimating  the  effects 
of  their  regulations,  attach  widely  varying  values  to  the 
saving  of  a  statistical  life,  and  often  ignore  the  safety 
effects  of  their  own  programs  on  other  programs,  you  end  up 
with  a  prioritization  schedule  that  is  skewed  and  irrational. 
My  second  proposition  is  that  we  can  practicably  trv 
to  eliminate  only  one  of  the  three  causes  of  this 
prioritization  problem.  The  three  causes  of  the 
prioritization  problem  are  the  public's  often-times  irrational 
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reaction  to  risk.  Congress'  attempt  to  regulate  risk  directly 
through  detailed  statutory  instructions,  and  the  uncertainties 
and  irrationalities  of  our  technical  regulatory  methods. 
Together,  these  three  phenomena  reinforce  one  another  to 
create  a  "vicious  circle":  they  diminish  public  trust  in 
regulatory  institutions  and  thereby  inhibit  more  rational 
regulation.  Breaking  that  circle  requires  attacking  it  at  its 
weakest  point.  Given  the  extreme  difficulty  of'changing  human 
psychology,  press  reactions,  or  Congressional  politics,  I 
think  it  clear  that  the  weakest  point  of  the  circle  is  its 
regulatory  link.  I  am  convinced  that  we  can  best  try  to 
reform  the  risk  regulation  system  by  restructuring  the 
executive  branch  institutions  that  run  it  so  as  to  bring  about 
technically  better  results.  Insofar  as  a  change  in 
administrative  organization  would  bring  about  technically 
better  results,  regulatory  decisions  would  become  somewhat 
more  legitimate,  thereby  earning  the  regulator  an  added  amount 
of  prestige,  which  might  in  turn  mean  an  added  amount  of 
public  confidence.  Any  such  increase  in  public  trust  might 
encourage  greater  legislative  respect  and  delegation,  which 
could  help  to  further  rationalize  risk-regulation  programs  and 
expenditures.  Increased  rationalization  would  better  the 
technical  quality  of  the  results  achieved,  enhance  the 
agencies'  prestige,  increase  public  confidence,  and  so  forth, 
until  we  found  ourselves  revolving  around  a  new,  now  positive 
and  beneficial,  circle. 
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Mv  third  proposition  is  that  an  institutional 
restructuring  of  the  regulatory  system  will  help  us  only  if 
it  rationalizes  the  heart  of  the  administrative  effort  —  risk 
assessment  and  risk  management.  These  two  areas  are  currently 
failing  us.  Risk  assessment,  though  a  scientific  enterprise, 
does  not  involve  scientists  doing  what  they  do  best,  namely 
developing  theories  about  how  x  responds  to"  y,  other  things 
being  equal.  Rather,  it  asks  for  predictions  bf  events  in  a 
world  where  the  "other  things"  include  many  potentially 
relevant,  rapidly  changing  circumstances,  requiring  the 
expertise  of  many  different  disciplines  to  reach  a  conclusion. 
In  order  to  reach  such  conclusions,  scientists  must  make 
simplifying  assumptions,  but  these  assumptions  can  produce 
questionable  results.  Assumptions  may,  for  example,  tend  to 
"err  on  the  safe  side"  by  assuming  a  linear  relation  between 
dose  and  response;  by  reporting  animal  test  results  in  terms 
of  upper  confidence  levels  (i.e.,  no  more  than  X  number  of 
persons  will  die  from  Y  dosage  amount) ;  by  overlooking 
potentially  relevant  differences  between  test  animals  and 
humans;  and  by  working  from  average  exposure  levels.  On  the 
other  hand,  they  will  sometimes  understate  risks  to  multiply- 
exposed,  or  more  sensitive,  individuals.  The  possibilities 
of  understatement  and  overstatement  do  not  cancel  each  other 
out.  The  upshot  is  a  system  of  risk  assessment  that  may  work 
well  for  assessing  many  large,  serious  risks,  but  where  small 
risks  are  at  issue  it  will  generate  results  likely  based  on 
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a  host  of  controversial  assumptions. 

The  risk  manager  must  then  take  a  problematically 
crafted  risk  assessment,  and,  in  light  of  its  conclusions  that 
a  substance,  say  a  pesticide,  is  a  "known"  or  "suspect" 
carcinogen,  ask  such  questions  as  (1)  What  will  it  cost  to  ban 
the  substance?  (2)  What  benefits  would  we  thereby  lose?  (3) 
Would  a  ban  create  other  significant  risks?  (4)  What  are  the 
practicalities  of  enforcement?  The  answers  to  these  questions 
also  involve  assumptions,  guesswork,  and  subjectivity.  In 
order  to  be  good  answers,  they  cannot  simply  represent  the 
results  of  a  mechanical  system.  Rather,  they  need  to  be 
informed  by  judgment,  by  the  sound  judgment  of  persons  who  by 
virtue  of  their  training  and  experience  are  able  to  draw  on 
a  knowledge  of  science  and  economics,  a  feeling  for  the 
public's  values,  and  a  sense  of  administrative  constraints. 
The  institutional  challenge  for  us  is  getting  such  persons  in 
positions  of  authority.  Currently,  they  are  not  in  positions 
of  authority,  primarily  because  Congress  has  created  different 
safety  regulatory  programs  at  different  times,  under  different 
circvunstances,  with  differing  statutory  language,  administered 
by  different  agencies  with  different  institutional 
environments  employing  different  scientists  from  different 
disciplines. 

My  fourth  proposition  is  that  we  should  look  to  the 
virtues  of  civil  service  administration  for  the  rational 
judgment  that  we  need  to  apply  in  tandem  with  our  technical 
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tools.  What  I  have  in  mind  here  is  the  establishment  of  a  new 
career  path  that  would  provide  a  small,  centralized 
administrative  group  of  civil  ser-vants  with  experience  in 
health  and  environmental  agencies,  Congress,  and  0MB.  By 
virtue  of  an  interagency  jurisdiction  and  a  degree  of 
political  insulation,  such  a  group  would  be  in  a  position  to 
create  an  improved,  coherent  risk-regulating  system,  adaptable 
for  use  in  several  different  risk-related  programs.  It  would 
be  in  a  position  to  create  priorities  within  as  well  as  among 
programs,  and  to  compare  programs  to  determine  how  better  to 
allocate  resources  to  reduce  risks.  It  would,  in  short,  have 
the  expertise  and  the  insulation  necessary  to  provide 
leadership  on  the  myriad  types  of  judgment  calls  that  risk- 

« 

regulation  entails. 

I  do  not  think  that  we  can  generate  this  type  of 
needed  leadership  from  any  source  other  than  an  expert  group 
of  civil  servants.  We  cannot,  for  example,  rely  on  detailed 
legislation  to  do  the  job  of  producing  rational  judgments  on 
matters  of  risk.  Where  statutory  language  is  so  specific  as 
to  micromanage  the  administrative  decision,  it  amounts  to  a 
set  of  shots  in  the  dark.  Specific  language  tries  to  set  in 
stone  the  judgment  calls  that  by  nature  must  change  to  reflect 
changes  in  circumstances,  values,  and  new  discoveries.  It 
mandates  a  certain  degree  of  attention  and  detail  to  certain 
problems  of  risk  —  when  in  fact  what  we  need  to  do  is  give 
our  decisionmakers  the  authority  to  look  at  the  risk  problem 
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at  hand  and  then  decide,  on  the  basis  of  their  best  judgment, 
what  level  of  response  the  problem  merits. 

In  the  end,  my  four  propositions  boil  down  to  this: 
however  sophisticated  our  math  and  our  science  are,  they 
cannot  make  our  risk-regulation  decisions  for  us.  To  make 
those  decisions,  we  have  no  choice  but  to  employ  our  judgment. 
And  to  best  employ  our  judgment,  we  need  a  well-trained  civil 
service  operating  under  statutory  mandates  broad  enough  to 
permit  them  to  implement  a  sensible  system  of  priorities.  If 
this  sounds  like  something  of  a  call  to  return  to  the  New  Deal 
—  perhaps  a  New  Deal  informed  by  Science  Advisory  Boards  — 
that  is  precisely  what  I  have  in  mind. 

I  should  like  to  add  joist  two  more  points.  The 
White  House  has  recently  issued  an  Executive  Order  (September 
30,  1993)  that,  among  other  things,  calls  upon  agencies  to  set 
regulatory  priorities  in  light  of  the  degree  and  nature  of  the 
risks  posed  by  the  various  substances  or  activities  in  their 
jurisdictions,  and  to  base  their  regulatory  decisions  on  a 
number  of  considerations  rooted  in  several  different 
disciplines.  It  seems  to  me  that  this  Order  is  an  important 
step  in  the  right  direction. 

Second,  I  have  thought  that  it  might  be  helpful  to 
put  together  an  appendix  of  the  sections  of  my  recent  book 
which  are  most  relevant  to  my  discussion  today.  The  appendix 
fleshes  out  some  of  the  concepts  I  have  tried  to  address  here, 
and  thus  may  put  my  comments  in  a  more  understandable  light. 
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Mr.  Synar.  Dr.  Finkel. 

STATEMENT  OF  DR.  ADAM  M.  FINKEL,  FELLOW,  CENTER  FOR 
RISK  MANAGEMENT,  RESOURCES  FOR  THE  FUTURE 

Dr.  Finkel.  An  unenviable  task,  getting  up  in  the  morning  and 
following  Judge  Breyer. 

I  assume  what  we're  here  to  really  talk  about  is  whether  Con- 
gress should  step  in  at  this  point  to  try  and  "fix"  risk  assessment. 
And  based  on  the  proposals  I've  seen  and  the  testimony  today  and 
some  of  the  testimony  at  previous  hearings,  I  guess  I  would  have 
to  advise  against  legislative  action  at  this  point. 

Now,  I  say  that  not  at  all  as  a  skeptic  or  an  opponent  of  risk  as- 
sessment, or  as  somebody  interested  in  delay.  I  am  devoted  to  im- 
proving risk  assessment  and  I  want  to  see  it  used  more  routinely 
for  standard  setting  and  priority  setting.  And  I  recognize  that  there 
are  plenty  of  aspects  of  risk  assessment  that  need  to  be  fixed  before 
Congress  and  the  public  can  use  it  to  its  full  potential,  while  re- 
maining aware  of  its  limitations. 

But  I  think  the  path  that  we  may  be  going  down  represents  a 
fixation  on  some  nonproblems,  with  some  counterproductive  solu- 
tions to  these  problems,  combined  with  an  avoidance  of  some  of  the 
real  problems  of  risk  assessment  and  management. 

As  a  member  of  the  National  Academy  of  Sciences  committee  on 
risk  assessment  of  hazardous  air  pollutants,  or  CAPRA,  whose  re- 
port came  out  a  couple  of  weeks  ago  after  a  2V2  year  process,  I  was 
tempted  just  to  come  here  and  say  that  now  is  not  a  good  time  for 
Congress  to  step  in. 

Our  report  contains  more  than  70  specific  recommendations  that 
our  committee  feels  should  go  a  long  way  toward  improving  some 
of  the  problems  with  risk  assessment.  We  stress  the  need  to  tailor 
the  detail  and  precision  of  each  risk  assessment  to  the  importance 
and  the  sensitivity  of  the  decision  at  hand,  and  we  examine  in  de- 
tail six  so-called  cross-cutting  issues  that  arise  in  risk  assessment. 
We  emphasize  throughout  that  risk  predictions  are  inherently 
"three-dimensional."  They  consist  of:  (1)  the  number;  (2)  the  extent 
to  which  that  number  could  be  in  error,  either  high  or  low — namely 
the  domain  of  uncertainty;  and,  (3)  the  extent  to  which  individual 
members  of  the  population  face  risks  either  above  or  below  any  es- 
timate you  could  generate — the  domain  of  variability. 

Thus  far,  EPA  has  been  calculating  and  communicating  to 
decisionmakers.  Congress,  and  the  public  only  one  of  these  three 
dimensions,  and  I  think  our  report  seeks  to  end  that  practice.  But 
I  hope  the  subcommittees  will  not  dismiss  the  suggestion  to  let  this 
process  work  as  something  parochial  or  a  plea  for  our  group  to  take 
credit  for  it. 

Indeed,  if  the  legislation  reinforced  what  we  were  doing  or  added 
to  it,  my  own  personal  view  is  that  there's  no  reason  not  to  have 
more  actors  involved.  But  my  own  opinion  is  the  problem  with  the 
proposals  is  they  undermine  the  improvements  that  I  and  the  com- 
mittee thought  were  necessary,  in  part  because  thev're  based  on 
some  false  premises.  So  let  me  just  mention  two  of  those  in  the 
time  I  have. 

The  first  one  is  this  emphasis  in  the  bills  and,  in  fact,  in  the  Ex- 
ecutive order,  on  this  notion  of  the  '^best  estimate"  or  the  so-ca^'^d 
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"objective  estimate."  I  think  there  are  at  least  four  problems  with 
this  idea.  Each  one,  by  itself,  would  cast  some  real  doubt  on  the 
wisdom  of  this  concept. 

The  first  one  is  the  false  premise.  Who  says  that  the  current  pro- 
cedures give  unrealistic  estimates  in  the  first  place?  It's  a  view 
that's  just  repeated  ad  infinitum,  but  it's  based  on  a  belief,  which 
may  someday  be  supported  by  evidence,  that  because  some  of  what 
EPA  does  injects  "conservatism"  into  the  process,  that  the  outputs 
have  to  be  unrealistic.  But  for  now,  the  only  hard  evidence  we 
have,  both  on  the  exposure  dimension  and  on  the  human  biology, 
suggests  that  the  outputs  of  EPA's  models  are  not  particularly  con- 
servative, on  average. 

The  second  problem  is  that  the  best  estimate  is  also  biased,  or 
non objective,  if  you  will.  Both  the  conservative  estimates  and  the 
"realistic"  estimates  are  legitimate  answers  to  different  questions, 
and  they  both  carry  with  them  very  specific  and  very  value-laden 
assumptions. 

For  example,  if  we're  going  to  use  the  analogy  of  driving  to  the 
airport,  a  best  estimate  of  the  time  it  would  take  to  get  there  an- 
swers a  question,  and  that  question  is:  What  estimate  should  I  use 
if  I  want  to  get  to  the  airport  either  just  before  or  just  after  the 
plane  takes  off? 

A  conservative  estimate  answers  a  different  question:  What  esti- 
mate should  I  use  if  I  would  rather  be  a  fair  amount  early  than 
a  little  bit  late? 

Now,  a  third  problem,  which  is  related,  is  that  generating  one  of 
these  best  estimates  and  then  adding  a  margin  of  safety  to  it 
doesn't  give  you  a  safe  decision.  It's  arbitrary  if  all  you  know  is  the 
best  estimate  and  you  don't  know  what  the  margin  of  safety  is  try- 
ing to  make  you  safe  from.  I'm  not  an  engineer,  but  I  assume  that 
when  a  planner  goes  to  an  engineer  to  build  a  bridge,  he  doesn't 
say,  "Just  tell  me  how  strong  the  bridge  has  to  be  in  order  to  just 
barely  hold  up  under  the  normal  traffic,  and  leave  it  up  to  me  to 
make  it  a  stronger  bridge." 

And  finally,  some  of  the  best  estimates  that  are  called  for  or  en- 
visioned in  the  legislation  are  basically  unscientific  contrivances 
that  only  make  the  numbers  smaller  and  don't  make  them  nec- 
essarily better.  I  have  a  couple  of  appendixes  in  my  testimony  that 
show  this.  I  think  there  are  three  different  kinds  of  situations 
where  you  might  want  to  hold  up  a  best  estimate.  One  of  them,  I 
think,  is  already  taken  care  of  in  the  CAPRA  report.  We  call  for 
a  more  central  estimate  with  respect  to  one  of  these  types  of  situa- 
tions. It's  the  last  one  that  I'm  particularly  concerned  about  be- 
cause it  represents  calling  for  a  new  estimate  that  basically  in- 
volves dividing  EPA's  number  by  the  odds  that  scientists  would 
give  to  the  possibility  that  the  risk  is  really  zero. 

Now,  that  seems  to  me  to  be  unworthy  of  the  English  word 
"best,"  and  it  seems  to  me  to  be  inviting  the  kind  of  hand  waving 
that  fuels  the  suspicion,  which  I  think  is  an  unfortunate  one,  that 
risk  assessment  is,  in  part,  a  voodoo  science. 

Mr.  Synar.  Dr.  Finkel,  your  time  has  expired,  so  why  don't  we 
wait  for  the  rest  of  it  in  the  question  and  answer  period? 

Dr.  Finkel.  OK 

[The  prepared  statement  of  Dr.  Finkel  follows:] 
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I  take  the  central  question  of  this  hearing  to  be:  "Should  Congress  step  in  and  fix  risk 
assessment?"  Based  on  the  proposals  I've  seen  (H.R.  2910,  S.l  10  and  its  companion  in  the 
House,  and  others),  I  would  have  to  advise  against  any  action  at  this  time.  I  say  this  not  at  all 
as  a  skeptic  or  opponent  of  risk  assessment;  quite  the  contrary,  I  am  devoted  to  improving  risk 
assessment  and  seeing  it  used  more  routinely  for  standard-setting  and  broader  priority-setting 
decisions.  And,  I  recognize  that  there  are  plenty  of  aspects  of  risk  assessment  that  need  to  be 
fixed  before  Congress  and  the  public  can  use  it  to  its  full  potential  while  remaining  aware  of  its 
inherent  limitations.  But  based  on  the  legislation  at  hand  and  the  testimony  of  other  witnesses 
today  and  in  previous  hearings,  I  would  like  to  warn  the  Subcommittees  about  what  I  see  as  a 
fixation  on  non-problems  (or  on  counterproductive,  simplistic  solutions  to  real  problems), 
combined  with  a  studious  avoidance  of  some  of  the  real  problems  of  risk  assessment  and 
management 

As  a  member  of  the  National  Academy  of  Sciences'  Committee  on  Risk  Assessment  of 
Hazardous  Air  Pollutants  (CAPRA),  whose  report  was  released  two  weeks  ago  following  a 
2'A-year  process,  I  was  tempted  to  recommend  simply  that  now  is  a  particularly  inauspicious 
time  for  Congress  to  step  in.  The  CAPRA  report  contains  more  than  70  specific 
recommendations  that  our  committee  feels  should  go  a  long  way  towards  improving  some  of 
the  flaws  in  risk  assessment;  by  law  (the  1990  Clean  Air  Act  Amendments),  EPA  must  prepare 
a  formal  response  to  our  recommendations.  Our  report  stressed  the  need  for  an  "iterative" 
approach  to  risk  assessment  (the  need  to  tailor  the  detail  and  precision  of  each  risk  assessment 
to  the  importance  and  sensitivity  of  the  decision  at  hand),  and  examined  in  detail  six  "cross- 
cutting"  methodological  issues  that  arise  in  all  four  of  the  intellectual  stages  of  the  risk 
assessment  process  that  NAS  identified  in  1983.  Perhaps  the  most  far-reaching  of  the  issues 
we  identified  are  the  related  concepts  of  uncertainty  and  variability  in  risk  assessment 
Essentially,  we  emphasize  that  risk  predictions  are  inherendy  "three-dimensional" — they 
consist  of  a  numerical  estimate,  the  extent  to  which  die  estimate  could  be  in  error,  either  high 
or  low  (uncertainty),  and  the  extent  to  which  individual  members  of  the  population  face  risks 
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above  or  below  any  estimate  generated  (variability).  Thus  far,  EPA  has  been  calculating  and 
communicating  to  decision-makers.  Congress,  and  the  public  only  one  of  these  three 
dimensions. 

But  I  hope  the  Committee  wiU  not  tend  to  dismiss  my  suggestion  (I  am  not  here 
speaking  for  the  entire  CAPRA  committee,  although  I  suspect  many  of  our  membership  might 
agree  with  this  point)  that  legislation  should  be  tabled  in  order  to  allow  EPA  to  implement  our 
recommendations.  If  the  proposals  at  hand  reinforced  CAPRA's  recommendations  or  added  to 
them  thoughtfully,  I  suppose  my  concern  would  sound  like  a  parochial  plea  for  recognition  and 
credit  But  the  problem  is  that  the  various  bills  undermine  the  needed  improvements  because 
they  are  largely  based  on  false  premises.  In  the  remainder  of  my  testimony,  I  will  focus  on  two 
issues  regarding  risk  assessment  for  setting  environmental  standards.  I  raise  these  issues  only 
as  examples  of  the  kinds  of  misconceptions  present  in  the  various  attempts  to  "fix"  risk 
assessment — there  are,  unfortunately,  several  others  I  could  have  chosen.  I  wdU  then  conclude 
by  briefly  discussing  my  views  on  risk  assessment  for  priority-setting,  a  concept  that  was 
outside  of  the  charge  to  CAPRA. 

Issue  1:  The  Sirens'  Song  of  "Best  Estimates" 

Each  of  these  four  problems  by  itself  would  cast  serious  doubt  on  the  wisdom  of 
requiring  EPA  or  other  agencies  to  calculate  and  communicate  "best  estimates"  of  risk: 

(1)  Who  says  current  procedures  yield  unrealistic  estimates?  This  view,  repeated  ad 
infinitum,  is  based  on  the  theory,  which  may  eventually  be  supported  by  evidence,  that  because 
some  of  the  assumptions  EPA  makes  are  admittedly  "conservative,"  their  procedures  as  a 
whole  must  yield  unrealistically  exaggerated  outputs.  But  for  now,  the  only  real  evidence  we 
have,  both  of  actual  human  exposures  and  of  the  cancer  potency  of  chemicals  in  rodents  and 
humans,  suggests  that  current  risk  estimates  are  nol  in  fact  particularly  "conservative." 

(2)  Best  estimates  are  also  "biased. "  Both  "conservative"  estimates  and  "realistic" 
estimates  are  legitimate  answers  to  different,  valid  questions,  and  both  carry  with  them  very 
specific  value-laden  assumptions.  For  example,  a  central  estimate  of  the  time  it  would  take  to 
drive  to  the  airport  answers  the  question  "What  estimate  should  I  use  if  I  want  to  arrive  either 
just  before  or  just  after  the  plane  takes  off?"  A  "conservative"  estimate  answers  the  question 
"What  estimate  should  I  use  if  I  would  rather  be  a  fair  amount  early  than  even  a  little  bit  late?" 
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Figure  1  shows  how  three  types  of  "best  estimate"  (and  who  will  decide  which  "best"  is  "best" 
if  and  when  they  differ  by  orders  of  magnitude?)  answer  three  different  risk  assessment 
questions  with  respect  to  uncertainty  and  with  respect  to  how  much  of  the  population  is 
considered  for  protection. 

(3)  Adding  a  "margin  of  safety"  to  a  "best  estimate"  doesn't  produce  a  safe  decision. 
How  can  you  be  anything  but  arbitrary  if  all  you  know  is  the  average  risk  and  don't  know  what 
the  margin  of  safety  would  help  make  you  safe  from?  Planners  don't  ask  engineers  to  "just  tell 
me  how  strong  the  bridge  needs  to  be  to  just  barely  hold  up  under  normal  traffic — leave  it  to 
me  to  decide  how  much  more  steel  to  add." 

(4)  Many  "best  estimates"  are  unscientific  contrivances  which  only  make  the  numbers 
smaller,  not  better.  Figure  2  shows  there  are  three  different  types  of  situations  where  current 
estimates  could  be  supplanted  by  "best  estimates."  Problem  1  (parameter  uncertainty)  is 
already  dealt  with  in  detail  by  CAPRA,  which  directs  EPA  to  quantify  the  fuU  distribution  and 
explicitly  choose  a  central  or  conservative  estimate  based  on  the  type  and  importance  of  the 
decision  at  hand.  In  Problem  2  (conflicting  data  sets),  averaging  all  the  data  together  may  be  a 
useful  contrivance,  but  it  dilutes  the  correct  (but  unknown)  answer  with  various  incorrect 
answers.  "Including  aU  relevant  data"  is  a  tautology  if  you  don't  know  which  data  will  mm  out 
to  have  misled  you — choosing  some  of  the  data  based  on  concern  for  public  health  is  no  more 
value-laden  than  choosing  to  lump  all  the  data  together.  In  Problem  3  (fundamental  scientific 
disagreement),  the  only  alternative  to  "conservatism"  is  to  divide  EPA's  number  by  the  odds 
that  scientists  would  give  to  the  possibility  the  risk  is  really  zero.  This  is  not  only  unworthy  of 
the  EngUsh  word  "best,"  but  it  is  the  kind  of  hand-waving  that  fuels  the  unfortunate  suspicion 
that  risk  assessment  is  a  "voodoo  science."  The  CAPRA  committee  agreed  to  recommend 
against  this  type  of  "best"  estimate,  preferring  to  reinforce  EPA's  use  of  "default"  models  that 
lead  to  a  number  or  a  distribution  of  risk  based  on  a  single  coherent  set  of  theories  that  will 
change  over  time  in  response  to  improved  scientific  information.^ 

It  is  important  to  note  that  although  these  examples  aU  relate  to  uncertainty  in  cancer 
potency,  CAPRA  also  made  several  recommendations  regarding  the  appropriate  amount  of 
"conservatism"  when  estimating  exposures  which  vary  across  the  population.  Although  we 
recognize  that  in  general,  agencies  should  be  free  to  choose  to  protect  the  average  person  (a 
"best  estimate"  accounting  for  variability)  or  any  other  fraction  of  the  population,  the  Clean  Air 
Act  specifically  refers  to  "the  individual  most  exposed  to  emissions."  We  therefore  provide 


^  I  commend  to  the  Subcommittees'  attention  the  final  appendix  to  the  CAPRA  report,  which  consists  of  two 
papers  encapsulating  a  disagreement  among  the  Conrauttee  as  to  how  these  theories  should  be  selected  and 
modified  over  time.  We  all  regard  these  papers  as  essential  input  for  decisions  we  urge  EPA  to  make  about 
how  to  use  the  available  science  to  produce  estimates  that  can  legitimately  be  called  "best" 
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mathematical  guidance  for  how  EPA  should  estimate  this  level  of  exposure,  and  note  that  this 
will  require  moving  away  from  EPA's  recent  attempts  to  model  a  "reasonably  high-end 
exposure"  and  to  assume  that  when  people  change  their  place  of  residence  they  move  to  a 
location  where  exposure  to  all  carcinogens  is  zero. 

Issue  2:  Judge  Breyer's  "Tunnel  Vision" 

Even  though  I  maintain  that  much  of  Judge  Breyer's  recent  book  Breaking  the  Vicious 
Circle  is  founded  on  the  unsubstantiated  belief  that  all  risk  estimates  are  exaggerated,  I  do  not 
dispute  the  possibility  that  health  and  environmental  risks  could  be  reduced  much  more 
rationally  and  efficiently.  I  will  make  what  I  hope  is  a  constructive  suggestion  in  this  regard  in 
a  moment.  But  the  urgency  with  which  we  need  to  roU  back  our  attempts  to  reduce  certain 
risks  surely  depends  on  how  damaging  these  interventions  are  in  economic  terms.  If 
eliminating  a  substance  that  might  pose  either  large  risks  or  no  risk  at  all  could  be  done  with 
virtually  no  adverse  impact  on  the  economy  or  consumer  welfare,  then  most  people  would 
agree  it  would  be  prudent  to  proceed,  even  in  the  face  of  the  possibility  that  no  real  risk 
reduction  might  occur. 

So  one  simply  must  ask  the  other  half  of  the  question:  how  real  is  the  economic  crisis 
created  by  our  attempts  to  respond  to  what  some  say  is  a  trumped-up  health  crisis?  I  conclude 
that  we  need  to  get  our  cost  numbers  straight  before  we  spend  too  much  more  effort  trying  to 
debunk  risk  numbers.  First  of  aU,  if  one  looks  carefully  at  the  history  of  what  compliance  was 
supposed  to  cost  when  advocates  were  trying  to  delay  or  overturn  regulations,  versus  what 
compUance  actually  cost  once  they  gave  up  fighting  it,  one  might  well  conclude  that  this  is  the 
home  of  "cascading  conservatism."  The  more  general  point  is  that  the  $150  billion  (or 
whatever)  spent  on  regulatory  compliance  is  part  of  the  economy,  not  a  drain  on  the  economy, 
unless  you  completely  discount  the  economic  benefits  that  accrue  to  suppliers  of  pollution 
control  technology  and  producers  of  substitute  goods.  AU  regulations  create  winners  and 
losers;  sometimes  the  effects  on  the  latter  (far)  outweigh  the  effects  on  the  former.  But  one 
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thing  is  constant — the  losers  (and  their  advocates)  organize  and  complain  while  the  winners 
quietly  go  about  their  business.  For  example,  when  Alar  was  forced  off  the  market,  a  minority 
of  growers  in  certain  regions  of  the  country  were  hit  hard,  and  a  few  of  the  ones  in  Washington 
State  sued  CBS  News  and  NRDC  for  being  the  bearers  of  the  bad  biological  news  about  Alar. 
The  rest  of  the  growers,  whose  economic  gains  were  responsible  for  so  offsetting  these  losses 
that  the  total  industry  revenues  have  doubled  over  five  years  since  the  ban,  have  not  been  heard 
from,  and  the  predictions  of  consumer  unrest  due  to  poor-quality  apples  are  now  seen  to  have 
been  groundless. 

Thoughts  on  Priority-Setting 

In  contrast  to  the  "steps  backwards"  the  legislative  proposals  may  take  with  respect  to 
risk-based  standard-setting,  I  am  more  supportive  of  Congressional  action  to  promote  risk 
assessment  for  setting  national  environmental  priorities.  However,  I  would  characterize  the 
Moynihan  bill  and  similar  proposals  to  rank  risks  for  priority-setting  as  (to  borrow  a  metaphor 
from  Prof.  Donald  Homstein)  "out  of  the  fire  and  into  the  frying  pan."  Many  of  the  attendees 
at  a  conference  RPF  organized  just  after  the  1992  election  on  "the  EPA  risk-based  paradigm 
and  its  alternatives"  came  away  believing  that  comparative  risk  assessment  is  an  important  first 
step  towards  setting  more  sensible  priorities,  but  that  it  could  be  counterproductive  to 
emphasize  it  over  other  equally  useful  paradigms  or  to  press  ahead  unmindful  of  its  limitations. 

The  "limitations"  part  is  fairly  easy  to  explain.  On  top  of  all  the  emphasis  on  how  hard 
it  is  to  compare  two  things  numerically  when  the  public  may  care  deeply  about  many  important 
factors  the  numbers  can't  convey,  a  more  fundamental  point  has  been  missed  (in  both  S.llO 
and  much  of  today's  testimony):  it  is  much  harder  than  most  "experts"  think  to  compare  two 
numbers  when  neither  number  is  known  with  any  precision.  For  example,  many  people  have 
used  as  an  example  of  misplaced  priorities  the  alleged  "fact"  that  aflatoxin  in  peanut  butter  was 
18  times  riskier  than  Alar  in  apple  juice.  But  in  light  of  ray  own  analysis  of  the  uncertainty  in 
these  risks,  which  suggests  that  the  true  risk  of  aflatoxin  might  have  been  300  times  greater  or 
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30  times  smaller,  the  blanket  statement  of  18: 1  is  hardly  informative,  either  quantitatively  or 
qualitatively  (it  faUs  to  admit  the  distinct  possibility  that  the  correct  rank  order  is  reversed). 
The  limitations  of  comparative  risk  assessment  it  should  go  without  saying,  only  increase 
when  less  straightforward  comparisons  are  attempted — in  light  of  the  10,000-fold  uncertainty 
about  the  relative  risk  of  these  two  food  contaminants,  I  would  urge  EPA  and  its  advisors  to 
think  harder  about  whether,  for  example,  radon  so  clearly  poses  "larger"  risks  than  Superfund 
sites  do. 

The  existence  of  other  paradigms  to  set  priorities  is  more  controversial.  Nevertheless,  I 
believe  the  kind  of  risk  ranking  called  for  in  the  Moynihan  bUl  is  an  answer  to  the  wrong 
question.  "Which  risks  are  worst?"  is  an  intellectual  question;  "what  actions  should  we  take 
right  away?"  is  the  practical  question  we  need  to  ask  in  a  time  of  resource  constraints.  I 
contend  we  can  best  get  at  the  latter  question  not  by  ranking  the  symptoms  of  our  problems 
(one  risk  versus  another),  but  by  exploring  actions  that  address  the  causes  themselves.  I  think 
a  bUl  that  encouraged  all  agencies  to  redirect  attention  towards  well-defined  actions  that  could 
abate  multiple  risks  and  prevent  them  from  recurring  would  be  a  truly  worthwhile  focal  point 
for  Congressional  activity. 
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Mr.  Synar.  Dr.  Wargo. 


STATEMENT  OF  DR.  JOHN  WARGO,  PROFESSOR  OF 
ENVIRONMENTAL  POLICY,  YALE  UNIVERSITY 

Dr.  Wargo.  Mr.  Chairnian,  thank  vou  very  much.  I'm  coming  be- 
fore you  today  as  a  professor  at  Yale  University,  with  a  joint  ap- 
pointment in  the  School  of  Forestry  and  Environmental  Studies 
and  the  Department  of  Political  Science.  My  area  of  expertise  is  in 
the  area  of  science  policy,  and  I  have  participated  over  the  last  7 
years  in  two  National  Academy  of  Sciences  reports  that  I  think  are 
relevant  to  your  deliberations  today.  One  was  the  Delaney  paradox 
report  regulating  pesticides  in  foods,  published  in  1987,  and  the 
second  was  "Pesticides  in  the  Diets  of  Infants  and  Children,"  which 
was  published  this  past  summer. 

I  wrote  in  my  testimony  that  the  subject  of  today's  hearing  was 
risk  assessment  and  the  elevation  of  EPA  to  Cabinet  status.  I've 
since  changed  that  topic,  sitting  here  listening  to  people,  to:  what 
is  the  quality  of  reasoning  that  should  precede  decisionmaking,  and 
how  do  you  control  bias? 

I'm  not  going  or  review  all  of  my  comments  that  you'll  find  in  my 
written  statement,  and  I  asked  that  they  be  incorporated  into  the 
record. 

What's  clear  to  me,  from  studying  environmental  law  and  EPA 
administrative  behavior,  is  that  the  subject  of  risk  estimation  and 
management  of  risk  is  extremely  central  to  the  mission  of  EPA.  It's 
their  primary  mission  to  estimate  risks  and  to  manage  those  risks. 

And,  as  we've  heard  today,  environmental  law  is  fractured.  It's 
been  fractured  by  Congress,  in  that  you've  attempted  to  solve  spe- 
cific problems  by  type  of  toxic  substance  or  by  media  that  the  toxic 
substance  flows  within — air,  water — or  by  source.  And  the  pursuit 
of  scientific  evidence  about  risk  that  underlies  decisions  to  set 
standards  in  these  areas  can  become  a  black  hole  for  Agency  re- 
sources. 

We've  seen,  in  the  area  of  pesticide  regulation,  the  control  par- 
ticularly of  fungicides  has  often  taken  the  Agency  10,  12,  15  years 
to  make  a  decision,  largely  based  on  an  argument  that  we  don't 
have  good  enough  scientific  evidence. 

I'd  characterize  the  past  20  years  of  environmental  law  as  a 
problem  definition  phase  in  environmental  law.  We  broadly  laid  out 
what  the  problems  are  and  we've  broadly  set  up  a  framework  for 
dealing  with  them.  I'd  characterize  the  coming  era,  the  remainder 
of  this  century  and  the  beginning  of  the  next,  as  an  era  of  what 
I  would  call  strategic  risk  management.  We  need  to  focus.  We  need 
to  focus  our  scarce  resources  on  the  highest  risks,  to  achieve  the 
greatest  degree  of  risk  reduction  for  the  least  possible  social  cost. 

I  thought  I'd  talk,  just  for  a  couple  of  minutes,  about  the  domi- 
nant problems  of  risk  assessment.  One  of  the  major  problems  is 
how  to  treat  uncertainty  in  the  estimates  of  risK?  Uncertainty 
creeps  into  a  risk  estimate  in  a  lot  of  ways,  and  because  of  that, 
the  risk  estimation  process  is  subject  to  a  lot  of  potential  bias  by 
those  conducting  the  risk  analysis.  It  can  creep  in  in  the  design  of 
our  models  of  causality.  It  can  creep  in  by  virtue  of  the  fact  that 
we  have  poor  quality  data.  It  can  creep  in  because  we  have  an  ab- 
sence of  trend  data. 
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And  risk  estimation — I  like  that  phrase,  by  the  way,  risk  esti- 
mation, as  opposed  to  risk  assessment,  because  estimation  reminds 
us  that  we're  trying  to  project  these  damages  out  into  the  future, 
and  it  reminds  us  that  there's  a  lot  of  uncertainty  surrounding 
those  estimates.  We  often  don't  have  trend  data  that  would  support 
those  projections. 

And  finally,  there  is  uncertainty  that  creeps  in  in  our  choice  of 
analytic  methods. 

Wnen  we  conducted  our  analyses  of  pesticides  in  children,  we 
found  that  you  could  basically  conclude  that  a  compound  is  very 
high  risk  or  very  low  risk  by  choosing  specific  sets  of  data  or  spe- 
cific methods  of  analysis.  That  means  that  in  order  for  risk  assess- 
ment to  be  a  useful  tool  of  government,  to  really  reduce  risks  in 
society,  health  or  environmental,  that  you  have  to  control  the  qual- 
ity of  data,  and  you  also  have  to  control  the  methods  of  analysis. 
And  it's  very  difficult  for  me  to  see  how  Congress  could  specify  that 
in  the  form  of  regulation. 

Another  key  lesson  of  the  study  on  pesticides  in  children  is  that 
we  need  to  look  at  distributional  issues  very  carefully,  how  risks 
are  distributed  in  society,  which  raises  a  very  difficult  regulatory 
problem.  Are  we  going  to  design  our  regulatory  standards  to  pro- 
tect certain  subpopulations  and  then  apply  that  standard  nation- 
ally? 

I  think  that  the  conclusions  of  the  Academy  in  this  matter  are 
extremely  important  and  should  be  thought  of  with  respect  to  dif- 
ferent types  of  risks. 

I'll  conclude  by  a  statement  that  I  believe  that  the  issue  of  risk 
analysis  should  be  disentangled  from  the  issue  of  elevating  EPA  to 
Cabinet-level  status.  I'd  also  like  to  strongly  support  the  approach 
of  incorporating  strategic  risk  management  planning  that  we  see 
within  the  Executive  order  discussed  earlier  this  morning. 

I  think  also  that  the  ample  margin  of  safety  concept  is  extremely 
prudent  and  should  be  applied  regularly. 

[The  prepared  statement  of  Dr.  Wargo  follows:] 
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Testimony  of 

Dr.  John  Wargo 

Professor  of  Environmental  Policy 

Yale  University 

205  Prospect  Street 
New  Haven,  Connecticut  06511 

Before  Tlie: 

Committee  on  Government  Operations 

Subcommittee  on  Environment,  Energy  and  Natural  Resources 

Subcommittee  on  Legislation  and  National  Security 

House  of  Representatives 

February  1,  1994 

On  tha  Subject  of  fVsk  Assessment  and  the  E/evation  of  the  Environmental 
Protection  Agency  to  Cabinet  Status 

A.    Introduction 

I  em  honored  to  appear  before  you  today  to  discuss  the  subject  of  risk  ~ 
assessment  end  Its  relationship  to  the  mission  of  the  Environmental  Protection 
Agency.  I  understand  that  this  hearing  is  being  held  as  part  of  your  ganeral 
interest  in  the  merits  of  elevating  EPA  to  Cabinet  status. 

I  am  appearing  here  today  as  an  Associate  Professor  at  Yale  University, 
where  I  hold  appointments  in  the  School  of  Forestry  and  Environmental  Studies, 
the  Political  Science  Department.  My  academic  expertise  iierin  an  area  known  as 
the  science  policy.  Specifically,  I  research  the  relationships  between  science, 
analysis  and  environmental  decisionmaking.  I  teach  courses  In  environmental  and 
health  risk  assessment  and  management  to  both  graduate  and  undergraduate 
students. 

Over  the  past  7  years  I  have  conducted  research  on  the  risk  assessment  and 
management  of  pesticides  and  this  research  has  become  component  of  the 
deliberations  and  findings  of  two  National  Academy  of  Sciences  Committees, 
resulting  in  two  books.  The  first  book.  The  Delaney  Paradox  published  In  1 987, 
exposed  the  double  standard  which  is  commonly  applied  to  pesticide  regulation, 
one  is  a  zero-risk  standard  applied  to  processed  foods,  and  the  second  a  risk- 
benefit  balancing  standard  applied  to  raw  agricultural  commodities.  These 
standards  make  It  more  difficult  to  introduce  new  lower-risk  compounds  than  to 
retain  registration  for  older  higher-risk  compounds.  The  second  book,  Pestlcldaa  In 
the  Diets  of  Infants  and  Children  was  released  In  June,  1993,  and  demonstratea 
that  children  are  exposed  to  higher  levels  of  ceaain  pesticides,  per  unit  of  their 
bodyweight,  and  that  they  are  physiologically  more  susceptible  to  certain  toxic 
effects  than  adults. 
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B.   Mission  of  EPA:  Risk  Estimation  end  Management 

The  estimation  end  management  of  risl<  is  clearly  central  to  the  mission  of 
the  Environmental  Protection  Agency  (EPA).  It  is  the  Agency's  role  to  estimate 
risks  of  health  and  environmental  damage,  and  to  manage  those  risks  guided  by 
decision  criteria  contained  within  a  very  diverse  body  of  environmental  law.  This 
mission  has  been  defined  largely  by  Congress  with  separate  statutes  targeted  to 
specific  problems,  e.g.  air  quality,  water  quality,  food  safety,  waste  management, 
and  toxic  substance  control. 

Individual  standards  for  allowable  contamination  ere  established  based  upon 
estimates  of  potential  damage  to  health  or  the  environment.  Different  laws 
contain  different  criteria  for  standard-setting.  For  example,  the  Federal  Insecticide 
Fungicide  and  Rodenticlde  Act  requires  EPA  to  register  pesticides  If  it  finds  will  not 
pose  "unreasonable  risks  to  man  or  the  environment,  taking  into  account  the 
economic,  social  and  environmental  costs  and  benefits  of  the  use  of  any  pesticide. 
The  Federal  Food  Drug  and  Cosmetic  Act  contains  a  "risk-only"  standard,  allowing 
no  residue  of  any  food  additive  which  has  been  found  to  induce  cancer  In  animals 
or  humans.  The  Clean  Air  Act  controls  hazardous  air  pollutants  and  requires 
emission  levels  to  be  set  based  upon  a  combination  of  technology  based  standards 
in  combination  with  "residual  risk"  standards  set  to  protect  the  public  health  with 
"an  ample  margin  of  safety".  The  Clean  Water  Act  requires  Industry  to  install 
several  types  of  control  measures,  including:  "best  practicable  control  technology, 
best  conventional  technology,  best  available  technology  economically  achievable, 
best  demonstrated  control  technology".  Costs  and  other  factors  are  to  be  taken 
into  account  in  assessing  technology-based  control  standards.  The  Toxic 
Substance  Control  Act  requires  EPA  to  consider  the  effects  of  a  toxic  substance 
on  human  health  and  the  environment,  the  benefits  of  the  substance,  and  the 
economic  consequences  of  any  proposed  rule  on  the  national  economy,  small 
businesses,  technological  innovation,  the  environment  and  public  health. 

In  essence.  Congress  has  broken  the  problem  of  environmental  quality  into 
numerous  pieces,  and  there  is  no  consistent  standard  for  regulation  across  the 
problem  areas.   It  is  fair  to  say  that  our  strategy  to  control  environmental  quality  is 
fractured.  It  is  fractured  by  environmental  media  (e.g.  atmosphere,  oceansr 
freshwater,  food),  by  class  of  toxin  (pesticide,  hazardous  materials  and  wastes, 
"toxic  substances"),  and  by  type  of  natural  resource  (forests,  rangelands, 
croplands,  energy,  minerals,  wildlife  and  fish).  Science  which  Is  highly  specialized 
and  reductionist  contributes  to  this  fragmentation. 

This  regulatory  system  has  resulted  In  an  Incremental  approach  to  problem 
solving.  This  is  a  normal  administrative  response,  particularly  under  conditions  of 
scarce  budgetary  resources  and  significant  scientific  uncertainty.  Scientific 
uncertainty  can  become  a  "black  hole"  for  agency  attention  and  resources.  A 
narrower  and  narrower  focus  on  Incremental  choices,  such  as  how  to  manage  a 
single  toxin  or  single  site  causes  the  Agency  to  slow  down  Its  rule-making 
process,  offering  less  and  less  opportunity  to  focus  on  broader  and  often  more 
important  issues  of  strategic  cross-compound  and  cross-media  risk  management. 

The  past  several  decades  could  be  characterized  as  the  "Problem  Definition* 
period  in  the  history  of  environmental  law.  Through  law  and  regulation  we  have 
designed  a  comprehensive  system  to  manage  environmental  quality  by  type  of 
media  (air,  water,  food  etc.)  and  by  type  of  contemlnent.  What  we  have  failed  to 
do  well  in  this  era  is  to  strategically  identify  the  subclasses  of  problems  which 
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appear  to  posa  the  greatest  risks,  end  to  effectively  reduce  these  risks  at  what 
most  would  conclude  to  be  a  reasonable  cost.  The  Superfund,  RCRA  Corrective 
Action  and  Special  Review  Program  for  Pesticides  provide  examples  of  substantial 
regulatory  delay  with  high  regulatory  costs. 

We  are  entering  a  period  which  I  would  like  to  cell  the  "Strategic  Risk 
Management"  era.  Here  we  must  focus  our  scientific  and  regulatory  resources  to 
identify  the  most  significant  sources  of  risks  within  programs  and  across 
programs.  We  also  need  to  direct  our  responses  toward  "cost-effective" 
management  approaches... that  is.  we  need  to  adopt  policies  which  achieve  the 
greatest  reduction  of  risk  at  the  least  possible  cost. 

C.  Dominant  Problems  of  Risk  Assessment 

The  central  task  of  risk  assessment,  then.  Is  to  identify  a  range  of  possible 
outcomes  (worst  case  to  best  case)  and  to  assign  an  estimate  of  the  likelihood  of 
these  outcomes  occurring.  Dominant  problems  of  risk  assessment  are  discussed 
below. 

Uncertainty  and  Risk  "Estimation" 

I  prefer  the  phrase  "risk  estimation"  to  "risk  assessment"  because  the  word 
estimation  implies  that  the  effect  projected  to  occur  is  uncertain;  It  is  an  estimate. 
Estimates  of  future  damage  are  always  bounded  by  uncertelnty.  The  uncertainty 
in  any  risk  estimate  is  caused  by  a  variety  of  factors  including:  a)  error  in  our 
models  of  causality;  b)  poor  data  quality;  c)  absence  of  trend  data;  d)  analytical 
methods  which  fail  to  represent  risks  as  probabilities  of  different  magnitudes  of 
damage  occurring.  The  quality  of  a  risk  analysis  may  often  be  Judged  by  how 
carefully  and  honestly  these  potential  weaknesses  are  expressed,  and  how  they 
are  translated  into  a  statement  of  likelihood,  or  probability,  that  specific  types, 
magnitudes  and  distributions  of  damages  will  occur. 

Data  Quality  Problems 

The  quality  of  data  available  for  exposure  and  risk  assessment  Is  normally 
far  less  than  the  level  which  would  be  optimal.  Key  categories  of  data  vital  to  risk 
assessments  include:  a)  the  magnitude  of  contamination  released  to  the 
enviror^ment;  b)  the  distribution  and  fate  of  the  contaminant  in  the  environment;  c) 
human  exposure  to  the  contaminant  (by  air,  water,  food);  and  d)  the  human 
response  to  the  exposure,  or  the  dose-response  relationship. 

For  each  of  these  categories  it  Is  likely  that  data  will  be  of  substandard 
quality,  forcing  EPA  to  make  judgments  regarding  the  need  to  a)  collect  better  data 
and  delay  a  decision;  or  b)  hypothetically  model  the  relationship.  In  most  risk 
assessments,  better  data  is  sought  and  uncertainty  is  modeled  using  a  veriety  of 
computer  simulation  and  gaming  techniques  such  es  Monte  Carlo-type  enahrsas. 
The  quest  for  higher  quality  data  and  more  accurate  models  of  causality  is  a 
fundamental  explanation  of  regulatory  delay. 

It  Is  also  Important  to  disentengle  the  concepts  of  data  accuracy,  variability 
and  projectability.  First,  accurecy  of  data  is  derived  from  the  quality  of  its 
reflection  of  the  real  world.  Poor  sampling  design,  collection  end  storege  methods 
will  contribute  to  uncertainty.  Second,  data  sets  normally  contain  variability,  i.e. 
whatever  Is  being  measured  is  found  in  the  sample  to  lie  at  different  levels.  Third, 
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the  reasonableness  of  projecting  past  trends  (measured  in  data  sets)  to  the  future 
must  also  be  considered.  These  three  issues,  accuracy,  variability  and 
prolectebility  are  crucial  components  of  the  uncertainty  which  surrounds  risk 
estimates. 

Methodological  Problems 

Methods  of  assessment  are  often  structured  to  produce  summary  statistical 
analyses  of  exposures  and  risks  to  broad  populations.  These  methods  often  result 
in  single  point  estimates  of  risk  (e.g  an  increment  of  U.S.  average  cancer  risk  of  1 
in  one  million).  These  types  of  summaries  are  potentially  dangerous  and 
misleading  as  they  fail  to  capture  the  full  distribution  of  exposures  and  risks, 
particularly  for  sensitive  populations  at  risk  such  as  children,  the  elderly  or 
Infirmed.  Summary  statistical  analyses  (for  example,  estimating  average  or  even 
90th  percentile  levels  of  exposure)  ere  clearly  inadequate.  Software  could.be 
designed  to  meet  these  specific  needs  for  both  chronic  and  acute  exposure  and 
risk  essessment.  What  we  really  need  Is  a  clear  sense  of  the  bounds  of  risk. 
What  Is  the  worst  case,  what  is  the  best  case,  and  what  is  the  chance  of  falling  at 
various  stages  in  between.   Risk  projections  should  be  represented  as  probability 
distributions  to  provide  the  Administrator  with  the  richest  possible  sense  of  the 
range  of  possible  outcomes. 

Assumptions 

Estimates  of  risk  also  vary  due  to  the  specific  set  of  assumptions  regarding 
choice  cf  data  set,  and  choice  of  analytical  methods  and  models.  Conservative 
assumptions  may  be  combined  and  demonstrate  that  risks  are  high  and  that 
standards  have  been  breached.  Moderate  assumptions  may  be  combined  to 
demonstrate  that  risks  are  modest  and  that  risks  are  beneath  regulatory 
thresholds,  A  history  of  political  manipulation  of  these  assumptions  has  leed 
certain  Senators  and  Congressmen  to  propose  legislation  requiring  the  use  of 
conservative  or  "default"  assumptions  to  be  used  in  risk  assessment.  These 
assumptions  would  apply  under  conditions  of  uncertainty,  and  would  presun^bty 
be  relieved  In  the  face  of  scientifically  credible  evidence  demonstrating  lower  levels 
of  exposure  or  dose-response. 

The  analysis  of  Benomyl  presented  in  the  NAS  report.  Pesticides  in  the  Diets 
of  Infants  of  Children  demonstrates  the  enormous  effect  which  assumptions  about 
Benomyl  residues  In  food  have  on^estimates  of  childhood  exposure  to  Benomyl, 
and  rates  of  childhood  cancer  risk  accumulation.  The  residue  data  set  you  choose, 
(market  basket,  warehouse,  field  trial  etc.)  governs  your  conclusion  regarding 
whether  or  not  a  risk  ceiling  has  been  breached. 

Distributional  Issues  In  Risk  Estimation 

The  recent  National  Academy  of  Sciences  Study,  Pesticides  In  the  Diets  of 
Infants  end  Children  identifies  the  potential  for  childhood  exposure  to  pesticides, 
end  their  potential  to  be  more  susceptible  than  adults  to  the  toxic  effects  of 
pesticides.  This  type  of  analysis  should  be  conducted  for  other  types  of  toxic 
substances,  and  poses  a  particular  problem  for  regulators.  Should  national 
standards  be  structured  to  protect  the  most  exposed  and  susceptible 
subpopulatlons?  I  think  the  answer  is  yes. 
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The  Complex  Mixture  and  Multi-Media  Problem 

We  are  all  exposed  to  a  complex  mixture  of  contamination  on  a  daily  basis 
from  different  media,  I.e.  food,  water,  air  etc.  Methods  of  estimating  exposure 
and  the  toxic  effects  of  mixtures  are  often  primitive,  and  are  likely  the  result  of 
law  and  regulation  which  generally  is  directed  to  the  single-media  regulation  of 
chemicals,  one-at-a-time.  Real  world  risk  reduction  will  require  formal  scientific 
and  legal  consideration  of  multi-media  exposure  to  complex  mixtures  of  toxic 
substances. 

D.  The  Cost-Benefit  Question 

Cost  and  benefit  estimation  poses  many  of  the  same  analytical  problems 
described  above  for  risk  estimation.  Just  as  there  Is  great  debate  over  the 
appropriate  methods  to  use  for  risk  estimation,  there  is  also  great  debate  over  how 
to  conduct  cost  and  benefit  analyses.  What  types  of  costs  and  benefits  should  be 
considered?  What  methods  should  we  use  to  estimate  the  loss  of  health,  a  life,  a 
job?  How  far  into  the  future  should  we  estimate  these  effects? 

Consider  cost-benefit  analysis  of  pesticides  as  an  example.  What  is  the  net 
social  value  of  pesticide  production  and  use?  If  the  government  must  weigh  risks 
against  benefits  before  registering  a  pesticide,  how  are  social  benefits  and  costs 
calculated?  What  kinds  of  benefits  should  be  considered:  crop  damage  avoided, 
jobs,  balance  of  trade?  How  should  the  costs  of  pesticide  use  be  factored  into  an 
estimate  of  "net  benefit"?  These  costs  might  Include  contaminated  groundwater, 
drinking  water  filtration,  government  residue  testing  in  foods,  drinking  water 
quality  monitoring  (currently  estimated  at  over  $1  billion/year),  health  care  costs 
for  those  poisoned,  clean-up  of  production  sites.  What  time  frame  should  costs 
and  benefits  be  calculated  within?  A  short-term  analysis  tends  to  exaggerate 
benefits,  while  a  longer  term  estimate  will  elevate  the  relative  importance  of  costs.  • 
Finally,  and  perhaps  most  importantly,  what  is  done  with  the  result?  How  are 
risks  and  benefits  balanced,  given  their  expression  in  Incommensurable  units? 
These  questions  should  not  lead  one  to  conclude  that  conducting  cost  and  benefit 
analyses  is  fruitless.  The  opposite  is  dearly  true,  they  are  necessary  for  informed 
decisionmaking,  although  they  will  not  often  provide  clear  guidance  particularly 
when  both  health  risks  and  the  costs  of  regulation  are  estimated  to  be  high. 

E.  Comparative  Risk:  Defining  the  Context  for  Analysis 

The  Johnston  Amendment  requires  *a  comparative  analysis  of  the  risk 
addressed  by  the  regulation  relative  to  other  risks  which  to  which  the  public  Is 
exposed."  While  on  Its  face  this  may  seem  reasonable,  it  constitutes  an  enorn>ous 
analytical  burden  to  estimate  the  relative  dangers  facing  humanity. 

Our  knowledge  about  relative  dangers  Is  extremely  uncertain,  due  to  all  of 
the  issues  raised  above  concerning  primitive  methods  of  analysis  and  uncertain 
data.  Meaningful  comparison  of  nsks  across  types  of  problems  assumes  that  we 
may  reduce  damages  to  a  common  metric  to  Judge  relative  danger.  While  my 
economist  friends  will  argue  that  this  comnrton  metric  Is  monetary,  there  Is 
enormous  variation  in  estimates  of  costs  of  health  and  environmental  loss.  In 
short,  the  Amendment  demonstrates  ertormous  faith  in  human  ratlonality-but  this 
Is  a  faith  which  would  quickly  turn  Into  en  analytical  nightmare.  If  applied  to  each 
regulatory  choice  before  the  EPA  Administrator. 
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As  an  alternative  strategy,  I  would  suggest  that  Congress  fund  the 
production  of  an  annual  report  on  comparative  and  relative  risks,  placing  risks  from 
each  of  EPA's  major  programs  within  this  broader  context.  This  research  would 
serve  a  valuable  function  of  exploring  methods  of  risk  estimation  and  evaluation, 
and  would  provide  the  Administration  with  a  valuable  rational  foundation  for  its 
annual  legislative  agenda. 

F.  Risk  Management  Issues 

The  De  Minimus  Problem 

The  difficulty  of  managing  a  de  minimus  or  "trivlar  level  cancer  risk  Is 
particularly  acute  in  pesticide  regulation.  Two  laws  provide  a  confusing  and 
contradictory  framework  for  managing  cancer  risks  associated  with  pesticides. 
The  Food,  Drug  and  Cosmetic  Act  prohibits  the  existence  of  any  pesticide  residues 
found  to  induce  cancer  in  animals  or  humans,  however  EPA  has  allowed  small 
amounts  of  pesticide  residues  in  food,  if  they  determined  that  risks  were  trivial. 
The  Ninth  Circuit  Court  of  Appeals  overturned  EPA's  allowance  of  these  de 
minimus  risks,  requiring  a  literal  "zero  risk"  or  "no  detectable  residue"  standard  to 
be  applied  to  cases  where  pesticides  concentrate  during  food  processing. 

This  ruling  has  placed  enormous  pressure  on  EPA  and  Congress  to  amend 
the  FFOCA  to  allow  de  minimus  levels  of  risk,  e.g.  one  cancer  case  in  a  million 
people  exposed  over  a  lifetime.   Since  variance  in  risk  estimates  is  often 
enormous,  how  should  risk  be  calculated  to  see  if  de  minimus  thresholds  havt 
been  exceeded?  Should  methods  of  risk  assessment  and  data  quality  standards  b« 
written  into  law  or  regulation?  Where  should  a  de  minimus  celling  be  imposed:  on 
each  chemical,  crop  or  across  the  entire  diet?  What  should  be  the  temporal  unit 
for  allowable  risk  -  one  year  or  a  lifetime?  Formal  adoption  of  a  risk  ceiling  at  a 
management  strategy  (e.g.  one-in-one  million  cancer  risk)  must  address  these 
questions  directly.      — 

Managing  Bias  In  Risk  Assessment 

In  1983,  8  National  Academy  of  Sciences  NRC  Committee  sharply  criticized 
the  variability  of  risk  assessment  standards  within  federal  agencies  In  a  report 
entitled  Risk  Assessment  in  the  Federal  Government:  Managing  the  Process.   Now. 
more  than  a  decade  later,  it  is  clear  that  great  variability  in  methods  and  star>dardt 
remain.  The  NAS  Committee  responsible  for  the  report  suggested  that  federal 
agencies  adopt  an  approach  which  clearly  segregates  the  process  of  "risk 
assessment"  from  that  of  "risk  management".  This  separation,  the  Committaa 
argued,  would  "protect"  science  from  politics.  Since  this  report,  most  federal 
agencies  have  formally  distinguished  the  "risk  assessment"  process  which  they 
believe  to  be  scientific,  from  the  "risk  management"  process,  which  they  belleva 
to  be  political. 

This  was  a  well-meaning  attempt  to  protect  the  quality  of  science  in  risk 
assessments  from  hidden  political  biases  and  value  judgments  believed  to  bt 
restricted  to  "risk  management".  Yet,  biases  may  creep  into  the  risk  assessment 
process  in  numerous  ways-  In  the  definition  of  the  problem  to  be  addressed,  in  the 
choice  of  evidence,  in  the  choice  of  methods  for  analysis,  in  the  interpretation  of 
uncertainty  and  in  the  selection  of  conclusions  to  be  conveyed  to  the  public.  Real 
improvement  In  the  quality  of  risk  estimates  could  come  from  a  requirement  that 
biases,  assumptions  and  judgments  be  formally  exposed  for  public  review. 
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6.  Specific  Rdcommendations 

1.  The  Johnston  Amendment 

This  amendment  as  it  Is  currently  written  will  lead  to  regulatory  paralysis.  While 
there  is  significant  merit  in  promoting  the  quality  of  rational  analysis  underlying 
regulatory  decisions,  this  comprehensive  requirement  would  make  demands  upon 
the  scientific  resources  of  EPA  which  it  could  not  bear  without  very  significant 
additional  funding. 

2.  Strategic  Risk  Management  Planning 

Strategic  risk  reduction  will  only  be  accomplished  by  a  broader  contextual  review 
of  the  relative  risks  experienced  within  major  EPA  programs.  A  regulatory  system 
which  focuses  on  single  compounds,  one-at-a-time,  has  no  hope  of  accomplishing 
cost-effective  risk  reduction.  Congress  should  direct  EPA  to  conduct 
programmatic  risk  assessment  and  management  plans  with  a  specific  purpose  of 
identifying  sources  of  greatest  risk  end  plans  for  Its  cost-effective  management. 

3.  Ample  (Margin  of  Safety  Concept  is  Prudent 

Given  the  fact  that  the  current  system  for  managing  human  exposure  to  toxins:  a) 
Is  slow-paced;  b)  rarely  considers  potential  additive  or  synergistic  effects  of 
complex  mixtures;  c)  sets  allowable  exposure  levels  based  on  factors  such  as 
benefit  or  technological  feasibility,  the  use  of  safety  factors,  or  ample  margins  of 
safety,  seems  to  be  a  prudent  management  response. 

4.  Congress  Should  Fund  Risk-Related  Research 

Significant  additional  research  funding  for  improvements  in  risk  essessment  should 
be  provided  to  EPA  by  Congress.  EPA  should  have  at  the  highest  level  an  Office 
of  Risk  Estimation  and  Management  to  coordinate  this  research,  and  to  ensure  that 
EPA  is  directing  Its  scarce  regulatory  funds  toward  reducing  the  most  significant 
risks  in  the  most  cost-effective  manner  within  and  across  program  areas. 

5.  Role  of  the  National  Academy  of  Sciences 

The  NAS  has  played  an  important  role  in  assessing  the  quality  of  science  and 
effectiveness  of  law  In  managing  environmental  and  health  risks.  Two  excellent 
examples  of  the  contribution  of  the  Academy  include  the  recent  reports  on 
pesticides  and  hazardous  air  pollution.  I  would  encourage  Congress  to  require  a 
more  systematic  cross-program  evaluation  of  risk  estimation  methods  and 
management  effectiveness. 

6.  Full  Disclosure 

EPA  should  be  required  to  fully  disclose  the  data  sets  and  methods  of  analysis 
used  to  estimate  risks,  costs  and  benefits  associated  with  "significant"  regulatory 
decisions.  The  effect  of  full  disclosure  will  be  to  Improve  quality  of  analysis  used 
to  justify  decisions. 
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Mr.  Synar.  Thank  you,  Doctor.  Professor  Percival. 

STATEMENT  OF  ROBERT  V.  PERCIVAL,  ASSOCIATE  PROFES- 
SOR OF  LAW,  UNIVERSITY  OF  MARYLAND  SCHOOL  OF  LAW 

Dr.  Percival.  Thank  you,  Mr.  Chairman.  Former  EPA  Adminis- 
trator WilHam  Ruckleshaus  once  said  that  risk  assessment  can  be 
like  a  captured  spy.  If  you  torture  it  long  enough,  it'll  tell  you  just 
about  anything  you  want  it  to  tell  you. 

I  don't  think  we're  torturing  risk  assessment  today,  and  I  think 
it's  been  a  very  useful  tool,  but  I  fear  that  if  there's  legislative 
intervention  in  this  area,  we  may  end  up  doing  that.  And  I'd  like 
to  make  three  basic  points. 

First  of  all,  that  in  many  circumstances,  risk  assessment  is  ei- 
ther not  appropriate  or  not  possible,  so  the  approach  of  requiring 
it  for  all  regulations  would  be  counterproductive. 

Second,  that  we  have  to  bear  in  mind  that  analysis,  like  anything 
else,  also  has  diminishing  returns.  And  I  suspect,  given  how  over- 
burdened our  regulatory  agencies  are  today,  we  mav  be  approach- 
ing the  point  where  imposing  additional  analytical  requirements 
would  have  those  diminishing  returns  to  a  point  where  it's  no 
longer  efficient  to  do  the  analysis. 

And  third,  I'd  like  to  conclude  by  saying  I  simply  don't  agree  with 
the  notion  that  there's  a  danger  of  massive  overregulation  of  trivial 
risks  today. 

First  point,  there  are  many  circumstances  where  risk  assessment 
is  either  not  appropriate  or  not  possible.  A  great  deal  of  the  envi- 
ronmental legislation  that  we  have  today  is  precautionary  in  na- 
ture. It's  designed  to  help  us  prevent  harm  before  harm  occurs.  In 
fact,  the  most  successful  regulation  that  EPA  has  done  in  recent 
years,  the  phaseout  of  lead  in  gasoline,  was  only  possible  because 
EPA  was  allowed  initially  to  regulate  the  lead  content  of  gasoline, 
without  having  to  perform  a  detailed  quantitative  risk  assessment. 
This  regulation  ultimately  generated  enough  data  that  permitted 
much  more  sophisticated  analyses,  which  in  turn  convinced  us  to 
phase  lead  out  of  gasoline  based  on  the  use  of  cost-benefit  analyses. 

Second,  more  analysis,  while  always  theoretically  attractive,  is 
not  necessarily  always  more  productive.  No  one's  really  done  a  cost- 
benefit  analysis  of  risk  assessment  itself  or  the  regulatory  analysis 
process  to  demonstrate  that  we  don't  have  enougn  of  it  and  that 
we  would  get  more  net  benefits  by  increasing  the  intensity  of  anal- 
ysis. 

In  fact,  given  that  the  agencies  are  already  having  a  very  dif- 
ficult time  implementing  their  statutory  responsibilities,  I  suggest 
that  new  analytical  requirements  actually  could  be  quite  counter- 
productive. Let  me  give  you  one  example  of  what  happened  to 
OSHA  when  the  Supreme  Court  imposed  a  relatively  modest  set  of 
analytical  requirements  in  the  "benzene  decision"  in  1980. 

First,  it  took  OSHA  10  years  to  promulgate  the  very  regulation 
at  the  very  level  that  it  had  sought  to  promulgate  it  in  1977.  When 
it  did  so,  after  doing  a  lot  more  risk  analyses,  OSHA  concluded  that 
workers  had  been  exposed  to  extraordinarily  high  levels  of  risk 
during  that  delay,  levels  of  risk  of  about  95  in  1,000. 

And  if  you  look  at  the  chart  over  there,  it  shows  that  exposure 
to  worksite  chemicals  is  both  high  on  the  public's  list  of  priorities — 
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No.  2 — and  high  among  EPA  experts.  It's  clearly  a  very  significant 
problem.  Yet  just  2  years  ago  you  had  the  Eleventh  Circuit  U.S. 
Court  of  Appeals  strike  down  OSHA's  quite  reasonable  attempt  to 
simply  update  their  standards  to  at  least  incorporate  changes  in 
the  voluntary  industry  consensus  standards,  which  had  already 
gone  way  beyond  what  OSHA  had  been  able  to  do.  Most  agencies 
can  only  do  a  couple  of  major  regulations  a  year.  Additional  risk 
analysis  requirements  could  be  the  straw  that  breaks  the  camel's 
back. 

Finally,  I  don't  agree  that  we're  in  danger  of  massive  overregula- 
tion  of  trivial  risks.  Someone  said  this  morning  that  we  reallv 
haven't  seen  much  benefit  from  environmental  regulation.  I  chal- 
lenge anyone  to  go  to  Eastern  Europe  and  see  what  happened  to 
a  society  that  did  not  have  adequate  environmental  regulations  in 
place.  iOu  would  see  how  much  benefit  we've  gotten  from  those 
regulations. 

It's  always  easy  to  come  up  with  an  anecdote  to  show  statistically 
that  sometiiing  looks  like  massive  overregulation.  The  favorite  ex- 
ample of  0MB  is  always  the  wood  preserver  regulation,  which  they 
claim  cost  trillions  of  dollars  per  life  saved.  Let  me  just  mention 
a  couple  of  things  about  that,  though. 

First,  the  regulation  never  went  into  effect  in  the  form  consid- 
ered by  0MB.  In  fact,  it  was  substantially  modified  at  the  behest 
of  industry,  and  the  wood  preservers  were  relatively  happy  with 
the  ultimate  result. 

But  second,  why  is  it  that  we  would  ^o  ahead  and  regulate  sub- 
stances like  that?  I  think  that  the  key  lies  in  the  findings  of  EPA's 
studies  of  comparative  risk  assessment.  These  studies  found  that 
the  agency's  priorities  are  more  in  line  with  those  of  the  public 
than  with  those  of  experts  who  based  their  estimates  primarily  on 
cancer  risks.  Why?  Perhaps  because  the  public  has  a  lot  of  other 
reasons  to  be  concerned  about  some  of  these  risks. 

They're  not  just  concerned  about  cancer  risks.  They're  also  con- 
cemea  about  what  happens  to  a  neighborhood  economically  when 
there's  contaminated  dirt  there  that  kids  may  come  in  contact  with, 
whether  or  not  we  can  predict  that  it's  safe  to  eat  such  dirt  for  a 
certain  number  of  days.  They're  concerned  about  the  involuntary 
character  of  risks.  They  find  it  particularly  offensive  that  they 
should  be  exposed  to  toxic  substances  without  their  knowledge  or 
consent. 

That  indeed  is  the  democratic  process  at  work.  We  should  be 
doing  a  better  job  of  risk  communication  and  having  a  dialog  with 
the  public,  but  we  should  not  be  intervening  at  this  point  to  impose 
an  additional  set  of  analytical  requirements  on  agencies  that's 
going  to  make  it  more  difficult  for  them  to  discharge  their  respon- 
sibilities to  protect  public  health. 

[The  prepared  statement  of  Dr.  Percival  follows:] 
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RISK   ASSESSMENT   AND    THE    MISSION   OF    EPA 
Testimony   of    ROBERT   V.    PERCIVAL 
February   1,    1994 
My  name  is  Robert  V.  Percival.    I  am  an  associate  professor  of  law,  the  Robert  Stanton 

Scholar,  and  the  director  of  the  Environmental  Law  Program  at  the  University  of  Maryland 

School  of  Law.    Thank  you  for  inviting  me  to  testify  at  this  hearing. 

L  INTRODUCTION 

Risk  assessment  has  become  a  highly  important,  but  often  poorly  understood,  tool  for 
informing  regulatory  decisionmaking.    The  use  of  risk  assessment  is  now  widely  accepted, 
but  considerable  controversy  remains  over  how  risk  assessments  are  performed  and  how  they 
should  be  used  by  EPA  and  other  federal  regulatory  agencies.    But  legislation  specifying 
particular  risk  assessment  procedures  or  imposing  additional  analytical  requirements  on 
agencies  issuing  regulations'  is  not  an  appropriate  response  to  such  concerns.     Such 
legislation  would  actually  jeopardize  the  chances  for  realizing  the  promise  of  risk  assessment 
by  asking  too  much  of  it  at  the  very  time  when  its  value  and  proper  limits  are  just  beginning 
to  be  widely  appreciated. 

Rather  than  improving  the  quality  of  regulatory  decisionmaking,  risk  assessment 
legislation  could  further  skew  regulatory  priorities  toward  a  focus  on  readily  quantifiable 
risks  while  generating  gridlock  at  already  hopelessly  overburdened  agencies.    Unless 


'  See,  e.g.,  the  Johnston  amendment  to  the  Senate  bill 
elevating  EPA  to  cabinet  status.  Cong.  Rec.  April  29,  1993,  S 
.5131  (daily  ed.). 
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implemented  in  an  essentially  trivial  manner,  such  requirements  would  be  a  prescription  for 
paralysis  by  analysis  that  could  only  further  erode  public  confidence  in  the  ability  of 
government  to  implement  the  ambitious  promises  of  the  environmental  statutes.    This  would 
be  particularly  unfortunate  at  a  time  when  the  Clinton  administration  has  recognized  the  need 
to  streamline  government  to  make  it  more  flexible  and  more  effective/  to  make  regulatory 
analysis  more  selective  in  its  focus,'  and  to  give  greater  attention  to  the  distribution  of 
environmental  risks  across  society. 

This  testimony  begins  by  reviewing  the  legal  and  practical  difficulties  raised  by  proposed 
risk  assessment  legislation.    It  emphasizes  the  inevitable  policy  judgments  that  regulatory 
agencies  must  make  in  the  face  of  uncertainty  and  why  regulation  to  protect  human  health 
and  the  environment  is  properly  precautionary  in  nature.    The  testimony  then  discuss 
criticisms  of  how  risk  assessment  is  currently  used  by  EPA  and  other  regulatory  agencies  and 
explores  why  there  is  no  reason  to  believe  that  risk  assessment  is  systematically  biased  in 
favor  of  overregulation. 
II.  THE  RISKS  OF  RISK  ASSESSMENT  LEGISLATION 

A.  Conflicts  with  Underlying  Statutory  Standards 

Legislation  mandating  changes  in  risk  assessment  procedures  or  imposing  new  analytical 
requirements  on  agencies  implementing  regulatory  legislation  would  create  a  host  of  difficult 


'  See  Vice  President's  National  Performance  Review  (1993). 


'  Executive  Order  12866,  58  Fed.  Reg.  51735  (Sept.  30, 
1993). 
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legal  and  practical  problems.    In  recognition  of  the  diverse  circumstances  in  which 
environmental  risks  arise.  Congress  has  adopted  a  wide  variety  of  approaches  to  regulation 
that  vary  substantive  and  procedural  requirements  depending  upon  the  nature  of  the  risks  to 
be  regulated  and  the  context  in  which  they  arise.     Some  statutes  (such  as  the  Toxic 
Substances  Control  Act  and  the  Federal  Insecticide,  Fungicide  and  Rodenticide  Act)  require 
that  regulators  balance  the  threat  to  public  health  against  the  cost  of  regulation  when  setting 
regulatory  standards.    Others  (such  as  the  Occupational  Safety  and  Health  Act)  direct  that 
threats  to  health  be  regulated  as  stringently  as  is  feasible.  Another  approach  (which  is 
embodied  in  section  112  of  the  Clean  Air  Act  and  the  Delaney  Clauses  of  the  Food  Drug  and 
Cosmetic  Act)  is  to  require  that  standards  be  based  exclusively  on  concerns  for  protecting 
public  health  (health-based  statutes). 

While  proposals  like  the  Johnston  amendment  purport  not  to  modify  underlying  stamtory 
standards,  they  inevitably  would  create  conflicts  between  existing  statutory  directives  and  the 
vague,  new  analytical  and  substantive  requirements  they  would  impose.    Efforts  to  mandate 
detailed  risk  assessments  or  to  require  that  all  regulations  satisfy  some  kind  cost-benefit 
standard  inevitably  would  generate  conflicts  with  underlying  statutory  standards.    Agencies 
would  face  a  quandary  in  considering  how  to  reconcile  divergent  substantive  and  procedural 
directives.    Rather  than  solving  this  quandary,  provisions  stating  that  such  legislation  is  not 
subject  to  judicial  review  would  only  compound  the  problem,  while  raising  the  specter  that 
agencies  could  refuse  to  implement  regulatory  legislation  on  grounds  insulated  from  judicial 
review. 

Much  of  federal  environmental  legislation  is  founded  on  the  notion  that  agencies  should 
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act  to  prevent  harm  even  in  the  face  of  considerable  scientific  uncertainty.    Thus, 
precautionary  regulation  has  been  repeatedly  upheld  even  in  circumstances  when  it  is  not 
possible  to  perform  risk  assessments  with  precision/     Mandatory  risk  assessment 
requirements  could  jeopardize  the  ability  of  agencies  to  implement  statutory  directives  to 
protect  the  public  in  the  face  of  scientific  uncertainty. 

This  is  illustrated  by  the  history  of  one  of  the  most  successful  environmental  regulations 
--  EPA's  phaseout  of  lead  additives  in  gasoline.   This  phaseout  was  possible  only  because  the 
EPA  Administrator  initially  acted  in  the  face  of  considerable  scientific  uncertainty  to  limit  the 
lead  content  of  gasoline.    Even  though  EPA  was  unable  to  perform  a  quantitative  risk 
assessment,  the  administrator  concluded  that  lead  in  gasoline  presented  "a  substantial  risk  of 
harm,"  and  on  that  basis  ordered  reductions  in  the  lead  content  of  gasoline.    This  was  upheld 
by  a  court  that  recognized  that  "rigorous  step-by-step  proof  of  cause  and  effect  .  .    may  be 
impossible  to  obtain  if  the  precautionary  purpose  of  the  statute  is  to  be  served."  Ethyl  Corp. 
V.  EPA,  541  F.  2d  1  (D.C.  Cir.  1976).    These  initial  regulations  ultimately  generated  data 
demonstrating  the  close  link  between  gasoline  lead  emissions  and  lead  levels  in  children's 
blood  that  helped  persuade  EPA  virmally  to  eliminate  lead  additives  from  gasoline. 

For  some  kinds  of  regulation  risk  assessments  cannot  be  performed  because  the  very 
purpose  of  a  regulation  is  to  gather  information  about  potential  risks.    Courts  have  upheld 
such  regulations  even  in  cases  where  human  exposure  to  a  substance  is  extremely  limited 


'  See,  e.g.,  Reserve  Mining  Co.  v.  EPA,  514  F.2d  492  (8th 
Cir.  1975)  (en  banc);  Ethyl  Corp.  v.  EPA,  541  F.2d  1  (D.C. 
Cir.  1976)  (en  banc). 
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because  of  the  potentially  serious  harm  that  toxic  substances  can  cause.'   A  requirement  that 
risk  assessment  be  conducted  before  test  rules  are  issued  could  seriously  jeopardize  EPA's 
ability  to  gather  data  essential  for  performing  risk  assessments. 

B.  Regulatory  Paralysis  by  Analysis 

Analytical  requirements  always  have  substantial  theoretical  appeal.    After  all,  who  can 
oppose  the  notion  that  regulatory  decisions  should  be  based  on  consideration  of  the  highest 
quality  information  available?   Yet  the  principle  of  diminishing  returns  applies  to 
information-gathering  and  analytical  requirements  as  well.    At  some  point  the  expense  and 
delay  occasioned  by  gathering  and  considering  additional  information  is  more  costly  than  the 
value  of  the  additional  analysis      In  light  of  the  enormous  informational  and  analytic 
demands  placed  on  agencies  by  statute,  internal  agency  procedures,  executive  oversight,  and 
the  courts,  proponents  of  additional  analytical  requirements  face  a  heavy  burden  of 
justification. 

EPA  and  other  agencies  have  had  a  disappointing  track  record  in  implementing 
environmental,  health  and  safety  legislation.   The  complex  judgments  required  by  these 
regulatory  stamtes  and  the  sheer  volume  of  the  responsibilities  delegated  to  the  agencies  has 
strained  limited  agency  resources.  Thus,  it  is  not  surprising  that  only  a  handful  of  toxic 
substances  have  been  regulated  by  EPA  under  TSCA  and  the  Clean  Air  Act,  while  the 
Occupational  Safety  and  Health  Administration  has  fallen  hopelessly  far  behind  in  the  task  of 
updating  occupational  exposure  standards.  Budget  constraints,  coupled  with  frequent  turnover 


'  Chemical  Manufacturers  Assn.  v.  EPA,  859  F.2d  977 
(D.C.  Cir.  1988). 
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of  technical  staff,  and  the  difficulty  of  obtaining  information  that  is  more  readily  available  to 
the  regulated  community  than  to  the  regulators,  make  it  extremely  difficult  for  agencies  to 
complete  significant  numbers  of  major  rulemakings  in  any  given  year.  As  a  result  of  these 
and  other  constraints,  "[n]o  health  and  safety  agency  has  been  able  to  promulgate  regulations 
for  more  than  three  controversial  chemicals  in  any  given  year.  "* 

As  Congress  continues  to  expand  the  regulatory  responsibilities  of  agencies,  the  need  for 
agencies  to  develop  more  efficient  rulemaking  procedures  is  growing  more  urgent.  For 
example,  the  Clean  Air  Act  Amendments  of  1990  required  EPA  to  conduct  an  order  of 
magnitude  more  major  rulemakings  than  the  agency  typically  has  conducted.     The 
Amendments  imposed  statutory  deadlines  on  virtually  every  significant  regulatory  action  they 
required  EPA  to  take.  Despite  having  announced  elaborate  plans  for  adhering  to  this 
schedule,  by  February  1992  EPA  had  missed  19  deadlines  for  significant  rulemaking  actions 
covering  most  of  the  Act's  key  regulatory  programs.  For  11  of  these  missed  deadlines,  EPA 
had  been  unable  to  meet  even  its  own  revised  timetable,  presented  to  Congress  only  three 
months  earlier.^   By  superimposing  additional  analytical  requirements  before  regulations  can 
be  issued,  risk  assessment  legislation  would  only  compound  regulatory  gridlock. 

What  is  more  urgently  needed  that  risk  assessment  legislation  is  authorization  for 


^  Shapiro  and  McGarity,  Reorienting  OSHA;  Regulatory 
Alternatives  and  Legislative  Reform,  6  Yale  J.  on  Reg.  1,  3 
(1989). 

^  Subcomm.  on  Health  and  the  Environment,  House  Comm. 
on  Energy  &  Commerce,  Clean  Air  Left  in  the  Lurch  2-3 
(1992). 
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agencies  to  adopt  new  procedures  to  address  the  glacial  progress  of  standard-setting.  One 
approach  would  be  to  permit  agencies  to  adopt  interim  standards  based  on  substantially 
reduced  information  thresholds  while  the  agency  gathers  the  necessary  data  to  determine  at 
what  levels  final  standards  should  be  set.  When  OSHA  was  created.  Congress  realized  that 
the  Agency  faced  a  mammoth  task  in  promulgating  regulations  to  protect  workers  from 
exposure  to  a  plethora  of  workplace  hazards.  To  ensure  that  workers  rapidly  were  provided 
with  at  least  a  modicum  of  protection.  Congress  directed  OSHA  to  adopt  as  interim 
standards,  without  conducting  rulemaking  under  the  Administrative  Procedure  Act,  national 
consensus  standards  already  established  by  a  national  standard-setting  organization  or  any 
health  or  safety  standards  already  adopted  by  other  federal  agencies.  In  1971  OSHA  adopted 
exposure  limits  for  approximately  400  chemicals  based  largely  on  the  Threshold  Limit  Values 
(TLVs)  adopted  by  the  American  Conference  of  Governmental  Industrial  Hygienists 
(ACGIH)  in  1968. 

Although  Congress  contemplated  that  OSHA  would  revise  the  interim  standards  to 
provide  more  protection  to  workers  through  normal  rulemaking  proceedings,  OSHA  did  not 
attempt  to  revise  the  standards  to  keep  them  up  to  date  with  changes  in  the  ACGIH  TLVs 
until  1989,  long  after  the  TLVs  had  been  lowered  for  hundreds  of  the  chemicals.  Yet 
OSHA's  efforts  to  use  a  generic  rulemaking  simply  to  update  the  standards  to  reflect  changes 
made  by  the  ACGIH  were  struck  down  in  court,  even  though  the  agency  estimated  that  the 
revisions  would  prevent  55,000  occupational  illnesses  and  683  deaths  aimually.' 


AFL-CIO  V.  OSHA,  965  F.2d  962  (11th  Cir.  1992). 
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OSHA's  difficulties  are  largely  a  product  of  the  relatively  modest  analytical  requirements 
imposed  on  the  agency  by  the  Supreme  Court's  decision  in  what  is  known  as  the  Benzene 
case.'  In  that  case  a  bare  plurality  of  the  Court  rejected  OSHA's  effort  to  lower  the 
permissible  exposure  limit  to  benzene  because  OSHA  had  not  performed  a  risk  assessment 
demonstrating  that  the  significant  risks  to  workers  would  be  appreciably  reduced.    In  the 
years  that  followed  this  decision,  OSHA  conducted  five  risk  assessments  that  confumed  its 
original  conclusion  that  benzene  posed  extremely  serious  risks  to  workers.  The  risk 
assessments  indicated  that  workers  exposed  to  benzene  at  the  level  permitted  by  the  existing 
standard  faced  excess  leukemia  risks  ranging  from  44  to  152  per  1,000.    In  1987,  OSHA 
finally  adopted  the  very  exposure  limit  struck  down  by  the  Supreme  Court.    OSHA 
concluded  that  exposure  to  10  ppm  of  benzene  posed  a  risk  of  95  additional  leukemia  deaths 
per  1,000  workers,  a  level  greatly  in  excess  of  both  other  toxic  substance  risks  OSHA  had 
deemed  significant  (including  arsenic,  ethylene  oxide,  and  ethylene  dibromide)  and  the  risk 
of  accidental  death  in  high-  and  average-risk  industries  (where  death  risks  ranged  from  30  to 
3  in  1,000).  OSHA  estimated  that  the  new  PEL  would  prevent  at  least  326  deaths  from 
leukemia  and  other  blood  diseases  and  that  the  actual  number  of  deaths  prevented  would  be 
considerably  greater. 

Thus,  due  to  judicial  intervention,  it  took  more  than  ten  years  for  OSHA  to  lower  the 
benzene  standard  to  the  very  level  the  Agency  had  sought  to  adopt  on  an  emergency  basis  in 
May  1977.    This  illustrates  that  the  imposition  of  additional  analytical  requirements  can  have 


'  Industrial  Union  Dept.,  AFL-CIO  v.  American  Petroleum 
Institute,  448  U.S.  607  (1980). 
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its  own  serious  costs,  by  delaying  necessary  regulation  that  could  have  prevented  the 
exposure  of  thousands  of  workers  to  benzene  risks  estimated  to  cause  scores  of  additional 
deaths. 

This  is  not  to  suggest  that  risk  assessment  should  be  abandoned,  but  rather  that  it  should 
employed  in  a  genuine  effort  to  improve  the  quality  of  regulation,  rather  than  as  a  disguised 
tool  for  creating  regulatory  gridlock.     If  we  do  not  require  industrial  dischargers  to  publish 
detailed  risk  assessments  prior  to  exposing  the  public  to  any  type  of  pollutant,  why  should  we 
insist  that  all  efforts  to  protect  the  public  from  such  exposures  be  halted  until  regulators  have 
done  so?   President  Clinton's  new  executive  order  on  Regulatory  Planning  and  Review 
employs  a  sensible  approach  by  recognizing  that  regulatory  analysis  will  be  most  useful  if 
applied  in  a  selective  fashion.'"  The  executive  order  directs  agencies  to  "consider,  to  the 
extent  reasonable,  the  degree  and  nature  of  the  risks  posed  by  various  substances  or  activities 
within  its  jurisdiction,"  as  a  means  for  setting  regulatory  priorities.    But  it  does  not  require 
that  risk  assessments  be  conducted  before  any  regulations  can  be  issued.    Rather  than 
requiring  that  all  EPA  regulations  be  submitted  to  0MB  for  review,  the  thrust  of  the  new 
executive  order  is  to  require  such  review  only  for  the  most  significant  regulatory  initiatives. 
If  implemented  in  a  sensible  fashion,  these  procedures  should  be  adequate  to  insure  reasoned 
decisionmaking  by  regulatory  agencies. 

The  Clinton  administration's  approach  to  regulatory  review  is  a  refreshing  change  from 
the  policies  that  prevailed  during  the  Reagan  and  Bush  administrations.     Under  the  previous 


'"  Executive  Order  No.  12866,  58  Fed.  Re.  51735  (Sept. 
30,  1993). 
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Executive  Order  12291,  the  regulatory  review  process  was  used  to  displace  agency 
decision-making  by  dictating  substantive  changes  in  regulations,  often  in  ways  that  were 
inconsistent  with  statutory  standards.  By  refusing  to  clear  regulations,  0MB  was  able  to 
employ  regulatory  review  to  promote  less  stringent  regulation  rather  than  to  increase  the  net 
benefits  of  regulation. 

C.  Comparative  Risk  Analysis 

Proposals  to  make  risk  assessment  mandatory  before  regulations  can  be  issued  could  bias 
regulatory  priorities  toward  more  readily  quantifiable  risks  that  may  not  be  as  serious  as 
other  problems.     This  could  exacerbate  a  problem  that  already  has  been  acknowledged  as 
many  scientists  believe  that  far  more  emphasis  has  been  placed  on  controlling  cancer  risks 
than  on  regulating  other  environmental  health  risks.     This  may  be  a  product  of  the  fact  that 
risk  assessment  techniques  are  better  developed  for  cancer  than  for  neurological, 
reproductive,  or  developmental  risks.    While  regulators  often  assume  that  regulations  to 
protect  against  cancer  will  also  protect  against  other  health  risks,  scientists  are  now  beginning 
to  question  the  accuracy  of  such  assumptions." 

This  would  be  a  particularly  unfortunate  result  of  risk  assessment  legislation  since  EPA 
already  is  acting  in  a  sensible  manner  to  improve  its  ability  to  use  risk  assessment  as  a 
priority-setting  tool.    In  1987  EPA  embarked  on  a  major  initiative  to  examine  the 
consequences  of  using  comparative  risk  assessment  as  the  central  principle  to  govern  agency 
priority-setting.  The  agency's  report,  entitled  Unfinished  Business:  A  Comparative 


"  See,  e.g..  Gibbons,  Reproductive  Toxicity:  Regs  Slow  to 
Change,  254  Science  25  (1991). 
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Assessment  of  Environmental  Problems,  found  that  it  was  virtually  impossible  to  perform  any 
rigorous  quantitative  assessments  of  risks  other  than  cancer.    While  it  attempted  to  provide 
rough  qualitative  rankings  of  cancer,  non-cancer  health  effects,  ecological  risks  and  risks  of 
economic  damage,  EPA  found  that  data  were  simply  inadequate  to  perform  rigorous  risk 
assessments  of  most  existing  problems  and  that  even  rough  rank-orderings  were  virtually 
impossible  for  new  activities  such  as  biotechnology  and  new  toxic  chemicals.  The  study 
found  serious  conceptual  difficulties  in  comparing  risks  that  are  fundamentally  different  in 
character  (e.g.,  comparing  ecological  risks  to  risks  of  cancer  or  risks  of  damage  to 
developmental,  immunological,  reproductive,  or  respiratory  systems)  and  that  environmental 
exposure  data  were  surprisingly  poor.    Despite  all  these  difficulties,  the  Unfinished  Business 
report  found  that  "EPA's  priorities  appear  more  closely  aligned  with  public  opinion"  than 
with  the  results  of  its  risk  assessments. 

In  a  followup  report,  entitled  Reducing  Risk:  Setting  Priorities  and  Strategies  for 
Environmental  Protection  (1990),  EPA's  Science  Advisory  Board  enthusiastically  endorsed 
the  notion  that  the  agency  should  use  environmental  risk  as  a  priority-setting  mechanism.  But 
they  also  acknowledged  the  difficulties  involved  in  performing  comparative  assessments  of 
environmental  risks.  The  SAB  found  that  even  defining  categories  of  environmental  problems 
was  fraught  with  difficulty.  They  noted  that  the  categories  employed  in  Unfinished  Business 
grouped  some  problems  on  the  basis  of  the  types  of  pollution  involved,  others  on  the  basis  of 
sources  of  pollutants,  and  others  on  the  basis  of  receptors  of  pollutants.  The  SAB  deemed 
this  to  be  unsatisfactory  for  purposes  of  comparative  risk  assessment  because  the  categories 
lacked  a  consistent  basis  for  comparison.  They  also  noted  that  Unfinished  Business  omitted 
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some  very  serious  problems  such  as  habitat  destruction  and  the  decline  in  genetic  diversity. 
The  SAB  emphasized  that  the  rankings  produced  by  Unfinished  Business  in  many  cases  were 
subjective  and  "cannot  be  supported  fully  by  existing  data"  in  large  part  because  of  the 
absence  of  good  data  to  assess  certain  risks.  Moreover,  they  questioned  some  of  the 
assumptions  and  conclusions  made  in  the  prior  report. 

After  independently  reviewing  data  on  relative  risks,  the  SAB  generally  agreed  with  the 
most  striking  finding  of  Unfinished  Business:  that  regulatory  priorities  are  more  closely 
aligned  with  the  public's  perception  of  risks  than  with  the  experts'.  They  concluded  that  "the 
remaining  and  emerging  environmental  risks  considered  most  serious  by  the  general  public 
today  are  different  from  those  considered  most  serious  by  the  technical  professionals  charged 
with  reducing  environmental  risks.  "'^   For  example,  the  Reducing  Risk  task  force  concluded 
that  ecological  risks  were  not  getting  the  attention  they  deserved  and  that  EPA  should 
consider  them  to  be  as  important  as  human  health  risks  because  ecosystems  are  essential  to 
human  health  and  long-term  economic  growth  and  "are  intrinsically  valuable  in  their  own 
right." 

Reducing  Risk  endorsed  the  notion  that  "EPA  should  target  its  environmental  protection 
efforts  on  the  basis  of  opportunities  for  the  greatest  risk  reduction."  It  recommended  that 
EPA  incorporate  risk-based  priorities  into  the  Agency's  strategic  planning  and  budget 
processes  while  making  efforts  to  improve  data  and  analytical  methodologies  to  support 
comparative  risk  assessment.  In  contrast  to  this  sensible  approach  to  the  use  of  comparative 


'^  EPA  Science  Advisory  Board,  Reducing  Risk  12  (1990). 
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risk  assessment,  legislation  mandating  that  EPA  publish  comparative  risk  analyses  as  a 
precondition  for  issuing  any  regulation  does  not  offer  much  hope  for  improving  regulatory 
priorities.    Rather,  it  would  simply  demand  of  EPA  what  is  likely  to  be  impossible  in  most 
circumstances  and  contribute  further  to  regulatory  gridlock. 
III.  CRITICISMS  OF  RISK  ASSESSMENT 

While  environmentalists  initially  attacked  risk  assessment  out  of  concern  that  it  would 
bias  regulatory  decisions  in  a  manner  detrimental  to  environmental  protection,  they  now  have 
become  comfortable  with  risk  assessment.    Ironically,  risk  assessment  is  now  more 
frequently  coming  under  attack  from  the  regulated  community,  particularly  when  it  is  used  to 
support  environmental  regulation.  Industries  facing  more  stringent  regulations  are  now 
seeking  to  revisit  assumptions  or  methodologies  employed  in  the  risk  assessments  used  by 
regulators.'^  Scientists  are  being  asked  to  take  a  second  look  at  the  risks  of  substances  long 
ago  deemed  extremely  hazardous  based  on  new  and  supposedly  more  refined  data.'* 
A.  Risk  Assessment  Procedures  Are  Not  Inherently  "Too  Conservative" 
The  regulated  community's  most  consistent  criticism  of  risk  assessment  is  the  notion  that 
it  employs  assumptions  that  are  too  conservative,  resulting  in  unreasonably  stringent 
regulation.    These  criticisms  fail  to  take  into  account  the  many  factors  may  cause  risk 


"  See,  e.g.,  Roberts,  Dioxin  Risks  Revisited,  251  Science 
624  (1991);  Roberts,  Flap  Erupts  Over  Dioxin  Meeting,  251 
Science  866  (1991). 


'"  Abelson,  Excessive  Fear  of  PCBs,  253  Science  361 
(1991);  Stone,  No  Meeting  of  Minds  on  Asbestos,  254  Science 
928  (1991). 
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assessments  to  seriously  underestimate  actual  risks.  Most  risk  assessments  do  not  consider  all 
exposure  pathways,  all  hazard  endpoints,  or  the  possible  synergistic  effects  of  the  multiple 
pollutants  to  which  humans  are  exposed.  Some  human  subpcpulations  may  be  more  sensitive 
to  the  toxic  effects  of  certain  substances  than  the  animal  species  typically  tested  in 
bioassays." 

The  notion  that  risk  assessment  is  inherently  too  cautious  also  has  been  contradicted  in 
several  instances  by  discoveries  that  certain  substances  pose  substantially  greater  risks  than 
originally  thought.  For  example,  scientists'  definition  of  lead  poisoning  has  been  ratcheted 
downward  substantially  over  the  last  two  decades  as  new  information  has  revealed  that  levels 
previously  thought  to  be  safe  posed  significant  risks  to  health.    Moreover,  because  individual 
variability  in  susceptibility  to  risks  is  high,  if  risks  associated  with  chemical  exposure  are 
relative,  rather  than  simply  additive,  as  data  suggest  for  radiation-induced  tumors,'*  then 
susceptible  individuals  face  much  greater  additional  risks  from  chemical  exposure  than  are 
reflected  in  current  risk  assessments." 

Conservative  assumptions  actually  are  more  frequently  used  to  justify  decisions  not  to 


"  See  Center  for  Risk  Analysis,  Comments  on  OMB, 
Current  Regulatory  Issues  in  Risk  Assessment  and  Management 
(Dec.  17,  1990). 


'*  Storer,  Mitchell,  and  Mitchell,  Extrapolation  of  the 
Relative  Risk  of  Radiogenic  Neoplasms  Across  Mouse  Strains  to 
Man,  114  Radiation  Res.  331  (1988). 


"  Hoel,  A  Balanced  Approach  to  Risk  Assessment,  7 
Toxicology  &  Indus.  Health  305,  310  (1991). 
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regulate  because  they  increase  the  decisionmaker's  confidence  that  the  risks  are  no  greater 
than  a  certain  level.'*  By  contrast,  EPA  at  times  has  eschewed  a  conservative  approach  to 
risk  assessment  in  an  effort  to  demonstrate  that  risks  were  at  least  as  great  as  the  threshold 
level  needed  to  justify  regulation.    For  example,  when  EPA  considered  whether  to  phaseout 
remaining  uses  of  asbestos,  the  agency  deliberately  chose  to  focus  only  on  the  most  easily 
quantifiable  risks. "  Even  though  EPA  believed  that  its  quantitative  risk  assessment 
substantially  underestimated  the  true  risks  of  continued  asbestos  use,  perhaps  by  an  order  of 
magnitude,  it  thought  that  it  could  demonstrate  that  the  risk  warranted  regulation.    However, 
this  regulation  was  struck  down  by  the  Fifth  Circuit  in  the  Corrosion  Proof  Fittings  decision, 
which  focused  only  on  the  risks  EPA  chose  to  quantify,  disagregated  them  on  a 
product-by-product  basis,  and  faulted  the  agency  for  failing  to  provide  detailed  assessments 
of  the  costs  and  benefits  of  less  stringent  alternatives.^"   The  Corrosion  Proof  Fittings 
decision  illustrates  how  extraordinary  the  barriers  to  regulation  are  today  when  a  substance 
that  is  the  paradigmatic  candidate  for  a  TSCA  product  ban  cannot  be  phased  out. 

Because  of  pervasive  uncertainty,  some  form  of  default  assumptions  must  be  employed 
when  quantitative  risk  assessments  are  performed.  EPA  has  properly  sought  to  employ 


'*  Ruckelshaus,  Risk  in  a  Free  Society,  14  Envtl.  L.  Rep. 
10190,  10191  (1984). 

"  54  Fed.  Reg.  29,460  (1990). 


^°  Corrosion  Proof  Fittings  v.  EPA,  947  F.2d  1201  (5th  Cir. 
1991). 
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assumptions  that  reflect  the  mainstream  of  scientific  thinking  while  recognizing  the  need  to 
make  regulatory  judgments  in  the  face  of  limited  data  and  scientific  uncertainty.    This  is 
reflected  in  the  conclusions  of  the  recent  National  Academy  of  Sciences  report.  Science  and 
Judgment  in  Risk  Assessment,  which  finds  that  EPA's  general  approach  to  risk  assessment  is 
sound,  while  recommending  measures  to  improve  its  effectiveness.^'    Even  those  with 
legitimate  questions  concerning  the  appropriateness  of  certain  assumptions  employed  in  risk 
assessment  should  be  wary  of  advocating  legislation  that  would  place  Congress  in  the 
position  of  dictating  what  is  or  is  not  "good  science"  in  this  rapidly  developing  field. 

B.  Regulation  Generally  Has  Not  Focused  on  Trivial  Risks 

Advocates  of  risk  assessment  legislation  argue  that  it  is  necessary  because  regulation  has 
spent  inordinate  amounts  of  societal  resources  in  responding  to  what  often  are  trivial  risks. 
The  suggestion  that  environmental  and  health  risks  are  massively  overregulated  ignores  the 
great  difficulty  that  regulatory  agencies  have  had  in  discharging  even  their  most  basic 
responsibilities.    Most  complaints  about  regulation  of  trivial  risks  either  involve  the  cost  of 
remediating  environmental  contamination  after  it  has  occurred,  risks  that  have  trivial 
benefits,  or  risks  whose  involuntary  character  renders  them  particularly  offensive  to  the 
public.    The  extreme  cost  of  cleaning  up  environmental  contamination  not  only  reflects  the 
primitive  state  of  remediation  technology,  but  it  also  counsels  in  favor  of  making  greater 
efforts  to  prevent  environmental  releases  before  they  occur.    While  the  color  additives 
Delaney  Clause  may  prevent  extremely  weak  carcinogens  from  being  used  in  food  coloring, 


^'  National  Research  Council,  Science  and  Judgment  in  Risk 
Assessment  (1994). 


17 


96 


Congress  could  quite  properly  make  its  own  risk  assessment  that  the  benefits  of  color 
additives  are  unlikely  to  be  substantial  enough  to  warrant  the  expense  of  individualized  risk 
assessment.      The  fact  that  people  voluntarily  incur  risks  substantially  greater  than  those  that 
are  the  subject  of  environmental  regulation,  does  not  indicate  that  they  are  irrational,  as 
discussed  below. 

Individuals  are  willing  to  accept  greater  degrees  of  risk  for  risks  that  they  can  choose  to 
avoid  (voluntary  risks)  than  for  risks  that  they  have  little  or  no  choice  about  (involuntary 
risks).  Some  studies  suggest  that  people  perceive  widely  dispersed  risks  as  less  risky  than 
highly  concentrated  risks,  even  though  the  total  population  risk  in  both  cases  is  identical.  A 
chance  that  1  person  will  die  in  each  of  100  neighborhoods,  each  with  100  inhabitants,  is 
perceived  as  a  more  acceptable  risk  than  the  same  chance  that  one  of  the  neighborhoods  will 
be  wiped  out  entirely,  the  other  99  remaining  untouched.    Based  on  the  persistent  findings  of 
cognitive  psychologists  that  these  and  other  distinctions  matter  to  people,  Peter  Sandman 
defines  risk  as"the  sum  of  hazard  and  outrage."  He  notes  that  there  is  voluminous  data 
indicating  that  voluntariness,  control,  and  fairness  are  important  components  of  how  the 
public  assesses  the  acceptability  of  risk.    Sandman  questions  whose  behavior  is  irrational  — 
the  public  or  the  risk  manager  who  "continues  to  ignore  these  factors  —  and  continues  to  be 
surprised  by  the  public's- response  of  outrage."" 

It  is  important  to  bear  in  mind  that  risk  assessment  is  not  a  black  box  that  should  be 
insulated  from  public  scrutiny.  Even  if  risk  management  decisions  cannot  routinely  be  made 


"  P.  Sandman,  Risk  Communication:  Facing  Public 
Outrage,  EPA  J.  21-22  (Nov.  1987). 
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by  plebiscite,  the  perception  of  trustworthiness  in  regulatory  agencies  may  be  as  important  to 
the  public's  acceptance  of  such  decisions  as  are  risk  assessments.  "  'Tolerable'  risk  level 
issues  are  inextricably  linked  with  the  process  by  which  the  risk  was  allocated  or  imposed. "^^ 
Maintaining  public  trust  appears  to  require  that  agencies  organize  themselves  so  that  the 
public  and  interested  parties  can  communicate  their  concerns,  assumptions,  and  choices  and 
that  ultimate  decisions  be  seen  in  some  sense  as  responsive  to  those  inputs. ^'' 

The  richer,  the  more  multi-factored  our  perceptions  of  risk,  the  more  difficult  becomes 
the  exercise  of  comparing  risks  to  one  another.  If  more  than  one  risk  characteristic  is 
acknowledged  to  be  germane  to  policy  formation,  for  example,  then  the  construction  of 
simple  one-factor  rankings  of  the  kind  that  are  frequently  used  by  critics  of  current 
regulatory  priorities  becomes  misleading.  Efforts  to  impose  additional  analytic  preconditions 
on  regulation  fail  to  address  how  regulatory  authorities  should  deal  with  these  and  other 
legitimate  public  concerns  that  can  warrant  regulatory  action  even  when  risk  assessments 
suggest  that  overall  population  risk  is  quite  low.^ 


"  Kasperson,  Six  Propositions  on  Public  Participation  and 
Their  Relevance  for  Risk  Communication,  6  Risk  Analysis  275, 
280  (Sept.  1986). 


^*  See,  e.g.,  Fiorino,  Environmental  Risk  and  Democratic 
Process:  A  Critical  Review,  14  Colum.  J.  EnvtI.  L.  501  (1989); 
McGarity,  Risk  and  Trust:  The  Role  of  Regulatory  Agencies,  14 
Envtl.  L.  Rptr.  10198  (Aug.  1986) 

"  See  Raynor  and  Canoter,  How  Fair  Is  Fair  Enough?  The 
Cultural  Approach  to  Societal  Technology  Choice,  7  Risk 
Analysis  3  (Mar.  1987). 
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rV.  CONCLUSION 

While  there  are  ample  reasons  for  reinventing  regulation,  proposals  to  mandate  risk 
assessment  before  environmental  regulations  can  be  issued  are  the  wrong  solution  for  the 
wrong  problem  at  precisely  the  wrong  time.    Such  legislation  would  create  a  host  of  legal 
and  practical  difficulties  that  would  contribute  to  regulatory  gridlock  at  the  very  time  when 
the  Clinton  administration  has  taken  major  steps  to  improve  the  quality  of  regulatory 
analysis.    A  better  approach  would  be  to  bolster  the  capability  of  agencies  to  perform 
regulatory  analysis  while  making  it  easier  to  revise  and  update  regulatory  standards. 
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Mr.  Synar.  Thank  you,  Professor.  Dr.  Graham. 

STATEMENT  OF  JOHN  D.  GRAHAM,  Ph.D.,  DIRECTOR,  CENTER 
FOR  RISK  ANALYSIS,  HARVARD  SCHOOL  OF  PUBLIC  HEALTH 

Dr.  Graham.  John  Graham,  director,  Harvard  University  Center 
for  Risk  Analysis. 

The  question  before  us  today:  what  should  Congress,  if  anything, 
do  about  risk  analysis?  My  answer  to  that  question  will  come  in 
the  form  of  the  advice  that  I  would  provide  to  my  students,  stu- 
dents who  are  studying  risk  analysis  at  the  Harvard  School  of  Pub- 
lic Health. 

If  they  had  a  job  offer  to  go  to  Congress  to  work  with,  say.  Sen- 
ator Johnston,  Senator  Moynihan,  Congressman  Synar,  to  work  on 
risk  analysis  for  a  couple  of  years,  I  would  advise  them  to  do  so. 
If  they  had  an  offer  to  go  to  work  for  Sally  Katzen  on  developing 
a  concept  like  Judge  Breyer  talked  about,  and  begin  a  career  in 
that  field,  I  would  advise  them  to  do  that. 

The  sad  thing  is  if  they  came  and  said,  "I'm  going  to  go  to  work 
for  EPA.  Do  you  think  that's  a  good  idea,  now,  to  go  to  work  for 
EPA?"  I  would  be  very  reluctant  to  say  yes  to  that.  I  want  you  to 
think  about  that  for  a  little  bit  because  that  is  the  problem  we  are 
in  in  risk  analysis. 

This  week's  issue  of  Science  Magazine — if  you  haven't  read  it,  I 
strongly  encourage  you  to  do  so.  The  title  of  the  article,  "Can  Carol 
Browner  Reform  EPA?  One  year  after  becoming  EPA  Adminis- 
trator, Browner  has  a  lot  to  do  to  fulfill  her  promise  to  make 
science  the  centerpiece  of  environmental  regulation." 

The  problem  is  there's  a  lack  of  commitment  at  the  leadership 
level  of  the  Environmental  Protection  Agency  to  the  field  of  risk 
analysis,  and  that,  I  think,  is  something  that  Congress  can  make 
a  difference  on. 

What  are  the  specifics?  I  would  recommend,  as  a  starting  point, 
saying  to  the  Congress,  "We're  going  to  have  a  new,  high-level  Of- 
fice of  Risk  Analysis  within  the  Environmental  Protection  Agency 
that  will  report  directly  to  Carol  Browner  and  will  be  of  continuing 
interest  to  members  of  Congress,  to  Senators."  You  won't  just  pass 
this  law,  create  an  Office  of  Risk  Analysis  and  then  walk  away. 
You  will  care  to  see  to  it  that  it's  implemented  over  time  and  that 
there  are,  in  fact,  careers  for  students  like  mine  to  develop  in  the 
Environmental  Protection  Agency. 

There  are  detailed  comments.  I've  got  10  single  spaced,  typed 
pages,  lots  of  comments  on  specific  bills.  You  can  make  a  dif- 
ference. My  colleagues  are  right.  You  can  be  too  prescriptive,  but 
we've  got  to  get  some  heat  on  EPA  to  get  serious  about  risk  analy- 
sis. Thank  you. 

[The  prepared  statement  of  Dr.  Graham  follows:] 
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My  name  is  John  D.  Graham.  I  am  Professor  of  Policy  and 
Decision  Sciences  at  the  Harvard  School  of  Public  Health  and 
Director  of  the  Harvard  University  Center  for  Risk  Analysis. 
Beifore  beginning  my  testimony,  I  would  like  to  thank  my  colleagues 
at  the  Centier,  especially  March  Sadowitz,  for  their  help  in 
preparing  this  testimony.  Of  course,  the  views  expressed  here  are 
mine  and  should  not  be  attributed  to  Harvard  University. 

Chairman  Conyers,  Subcommittee  Chairman  Synars,  and  Members  of 
the  Committee,  thank  you  for  the  opportunity  to  speak  today  on  the 
central  rolje  that  risk  analysis  should  and  does  play  in 
environmental  policy.  Since  I  trust  that  there  is  widespread 
consensus  that  EPA  should  be  elevated  to  Cabinet  status,  an  opinion 
that  I  certainly  share,  I  would  like  to  focus  on  why  the  new 
Department  ^hould  base  its  policies  and  regulations  on  risk 
analysis.^  Before  discussing  legislative  details.  It  is  useful  to 
remind  oursellves  why  we  are  here  today. 

Statement  6fl  the  Problem 

The  Ameklcan  people  are  being  bombarded  with  new  information 
about  potenjtial  dangers  to  their  health,  safety  and  natural 
environment.!  What  are  citizens  to  make  of  the  potential  dangers 
from  pesticide  reisidues  on  food,  radon  in  the  basements  of  our 
homes,  electric  and  magnetic  fields  from  powerlines,  deteriorating 
lead  paint  iin  old  houses,  and  global  warming? 

Which  of  these  dangers  are  real?  Which  ones  have  been 
exaggerated  iand  which  may  have  been  understated?  Which  risks  are 
serious  einoujgh  to  worry  about,  and  how  can  we  reduce  them  through 
cost-effectiiye  actions?  We  are  here  today  because  the  American 
people  want  (answers  to  these  kinds  of  questions. 

Let  me  I  suggest  that  the  answers,  to  the  extent  they  can  be 
found,  will  come  from  a  relatively  new  interdisciplinary  field  of 
study  callea  risk  analysis.  At  the  Harvard  Center  for  Risk 
Analysis,  wej  are  dedicated  to  advancing  the  field  of  risk  analysis 
through  training  of  students,  scientific  research,  and 
communicatiojn  with  policy  makers  and  the  public.  While  some  people 
hh-ve  suggested  that  risk  analysis  is  arcane,  undemocratic  and  even 
tyrannical,  we  disagree.  The  Center  has  found  in  random  digit-dial 
surveys  of  ithe  population  that  a  large  majority  of  Americans 
support  not  only  elevation  of  EPA  to  Cabinet  status  but  the  use  of 
risk  analysis  to  allocate  wisely  our  scarce  resources  for 
envlronmenta|l  protection.^ 

Everyonie  in  this  hearing  room  recognizes  that  resources  are 
scarce  and  we  cannot  possibly  eliminate  every  risk.  While  citizens 
want  more  j  environmental  protection,  they  also  want  more 
transportatijon,  more  civil  rights,  more  health  care,  more 
education,  n^'re  child  care,  more  and  safer  consumer  products,  more 
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police  protection,  and  the  list  is  endless.  The  scarce  resources 
we  spend  on  i  environmental  protection  are  in  fact  resources  that 
cannot  be  usjed  to  pursue  these  other  worthy  social  goals. 

The  EPA  has  estimated  that  Americans  will  soon  be  spending 
over  $150  billion  each  year  on  environmental  protection,  a  claim  on 
scarce  resources  that  is  increasing  much  faster  than  the  growth 
rate  of  the  economy  as  a  whole.'  As  Senator  Moynihan  has  noted  so 
eloquently,  jthie  is  not  necessarily  too  much  to  spend  for  clean  air 
and  water  but  it  is  certainly  too  much  to  Invest  unwisely.*  When 
our  nation  squanders  scarce  resources  on  low-risk  problems,  we  miss 
the  opportunity  to  save  lives  and  protect  ecosystems  from  high-risk 
dangers.  When  voters  sense  that  environmental  programs  are  too 
extravagant,;  they  reject  them.  They  did  so  at  the  polls  in 
California  and  New  York  in  1991,  and  in  Ohio  and  Massachusetts  in 
1992,  where  ; environmental  ballot  initiatives  were  rejected.*  I 
would  add  that  all  three  of  these  initiatives  neglected  the  crucial 
role  of  risk  analysis  in  setting  priorities  for  environmental 
protection. 

Ri^k  AnalvsiB  is  Ptart  of  the  Solution 

In  the  iscientiific  community,  there  is  broad  support  for  the 
use  of  risk:  analysis  to  help  policy  makers  allocate  scarce 
resources,.*  i Although  some  environmental  and  industry  groups  have 
expressed  doubts  ! about  the  government's  growing  use  of  risk 
analysis,  m^y  of  the  biggest  success  stories  in  the 'history  of 
EPA,  such  as  the  phase-out  of  lead  in  gasoline,  .have  been 
stimulated  anSd  informed  by  the  results  of  careful  risk  analysis.' 
A  recent,  report  : from  the  National  Academy  of  Sciences  has 
encouraged  the  EPA;  to  continue  to  use  risk  analysis  to  help  reduce 
pollution  under  the  Clean  Air  Act.  The  NAS  report  also  contains 
some  excellent  recommendations  aimed  at  correcting  weaknesses  in 
the  way  EPA  cjurrently  conducts  risk  assessments  and  reports  results 
to  the  public.' 

i   •    '  ";  ,  ■   ■ 

As  imporitant  :as  risk  analysis  is,  it  cannot  be  this  complete 
solution  to  the  challenge  of  managing  risks.  Value  judgements  must 
be  made  about  how  much  risk  reduction  is  affordable,  how  much 
weight  will j  be  given  to  the  welfare  of  future  versus  current 
generations, -how  much  weight  will  be  given  to  the  welfare  of  people 
versus  the  welfare  of  ecosystems,  and  how  much  concern  will  be 
expressed  fori  riskie  that  are  perceived  to  be  voluntary  as  opposed 
to  thtose  thajt  are  ^perceived  as  involuntary.  While  risk  analysts 
have  useful  tools  to  illustrate  the  implications  of  differing  value 
judgements,  in  theifinal  analysis  it  is  the  American  people,  led  by 
policy  makers,  that  must  make  the  ultimate  value  judgements.' 

Initiatives  hv   EPA:  and  the  Clinton  Administration 

Since  Bill  Rtickelshaus  returned  to  Washington  to  rescue  EPA 

-■.  ■  ■..■..     !•'  ■■  ■  \  .  ■ 

■■;■■,■   3' 
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from  scandal  in  1983,  the  Agency  has  made  slow  but  steady  progress 
toward  a  risK-based  approach  to  environmental  policy.  Both  Lee 
Thomas  and  Bill  Reilly  deserve  substantial  credit  for  advancing  the 
cause  of  risk  analysis  at  EPA.^°  Use  of  analytic  methods  is 
especially  important  in  a  field  such  as  environmental  policy  where 
the  science  is  complex  and  thoughtful  consideration  of  value 
tradeoffs  is  required." 

Despit^  the  Agency's  record  of  progress,  I  am  very  concerned 
about  the  future  of  risk  analysis  at  EPA.  This  week's  issue  of  the 
journal  Science  contains  a  sobering  article  (attached)  which 
reveals  the;  ambivalence  of  current  EPA  management  toward  risk 
analysis  and  environmental  science  as  a  whole. ^'  During  the  last 
year,  little'  progress  has  been  made  toward  revision  of  the  Agency's 
outmoded  canjcer  risk  assessment  guidelines,  in  1991  the  EPA's  Risk 
Assessment  Council  issued  Agency-wide  guidance  to  promote  more 
responsible  risk  characterizations  but  little  progress  has  been 
made  toward  (implementation  of  this  guidance.  Some  useful  work  has 
been  performed  on  the  critical  role  of  risk  analysis  in  reform  of 
the  Delaney  ^Clause  and  the  Superfund  law  but  the  Agency's  precise 
position  on : these  critical  issues  remains  ambiguous.  As  a  close 
observer  of  EPA,  I  have  the  sense  that  EPA's  leadership  is  spending 
more  energy!  discouraging  the  Congress  from  passing  amendments 
related  to  risk  analysis  than  they  are  making  serious  Agency-wide 
initiatives  \  to  expand  and  refine  t*he  role  of  risk  analysis  in 
Agency  decision  .making. 

Congressman  Gonyers,  I  would  like  to  applaud  your  efforts  and 
the  efforts  !of  EPA  Administrator  Browner  to  achieve  environmental 
justice  in  EPA  decisions.  Environmental  inequities  deserve  much 
more  attention  than  they  have  received  in  the  past."  At  the  same 
time,  it  shojuld  not  be  forgotten  that  it  will  take  new  and  improved 
applications  of  science  and  risk  analysis  to  reveal  which 
inequities  in  the  distribution  of  environmental  risks  are  most 
serious  and | therefore  deserve  the  highest  priority.  My  point  is 
that  the  suipporters  of  risk  analysis  and  environmental  justice 
should  be  friends  rather  than  foes. 

:...■,:.:..  The  Clinton  White  House  has  issued  an  executive  order  that 
promotes  the  role  of  benefit-cost  analysis  in  regulatory  planning. 
While  this  order  is  a  useful  step  in  the  right  direction,  it  does 
not  do  very  much  to  promote  or  improve  the  methods  of  risk 
assessment  per  se.^  I  have  spoken  to  White  House  officials  who  are 
interested  in  pronjoting  the  role  of  comparative  risk  assessment  in 
the  decisions  of  all  federal  regulatory  agencies.  There  are  good 
people  involved  in  this  effort  but  it  is  too  early  to  assess  how 
much  progress  they  will  make. 

Another  therrie  that  we  hear  from  EPA  is  the  emphasis  on 
"pollution  prevention."  This  is  a  good  concept  but  again  it  cannot 
be  implemented  injcelligently  without  soma  form  of  risk  analysis. 
Which  pollutants  are  the  most  serious  and  should  be  given  priority 
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in  prevention  efforts?  If  "pollution  prevention"  policy  causes 
chemical  A  to  be  substituted  for  chemical  B  in  making  computers, 
will  that  reduce  risk  to  the  public  and  the  environment?  These 
questions  cannot  be  answered  without  risk  analysis.  Again,  my 
point  is  that  the  supporters  of  pollution  prevention  and  risk 
analysis  should  be  friends  rather  than  foes.  , 

Guidance  for  Congress  ^ 

Regard3less  of  how  much  this  Administration  moves;  to  promote 
,  risk  anaiysils,  it  is  absolutely  critical  that  Congress  embrace  risk 
analysis.  Many  of  the  problems  of  resource  misallocation  that  we 
face,  such  a^  the  inefficient  expenditures  made  under  the  Superfund 
law,  have  resulted  from  the  imperfect  laws  passed  by  Congress.  If 
Congress  I  does  not  pass  legislation  to  promote  risk  analysis,  it 
will  be  a  signal  to  EPA  that  return  to  "business  as  usual"  is 
appropriate.}  ■  Since  there  are  many  proposals  pn  Capitc^l  Hill,  let 
me  be  exdlictit  about  what  makes  sense  and  what ; does  not  !make  sense. 

,  ;   The  new  Department  should  have  a  broad-based  Office  of  Risk 

Analysis i as  [proposed  by  Congressman  Zimmer.  Jlhe  responsibilities 

.  bf  that  Oif fide  should  include  (1)  assurance  that  each  rulemaking  is 

:  oaccompahied,!  ;where  feasible,  by  a  formal  risk  analysis  as  described 

in  Senator  [Johnston's  amendment  to  the  EPA-  Cabinet  bill,  (2) 

guidance : on  [the  technical  aspects  oi   risk  assessment  as  described 

'in  the  receni:  NAS  report,  (3)  guidance  on  communication  of  risk  to 

■  the  publjtc  ialorig  the  lines  suggested  by  Congressmen  Brown  and 

iv.Moorehead  (ejspepially  the  reporting  of  uncertaiinty  through  central 

estimates  of  risk  as  well  as  plausible  upper' and  lower  bounds  on 

...risk),  and  (!4)  periodic  ranking  of  risks  f or.' priori tyi  setting  as 

-practiced  iniEPA's  Unfinished  Business  report  and  recommended  by 

:  ;  Senatbr  iMoyiaihan's  bill.    If  Congress  i»ere  to  i  pass  such 

.legislation,!  in  conjunction  with  efforts  to  g^omote  enivironmental 

..-.;  justice  and  pollution  prevention,  the  nation  will  have  taken  a  very 

-'serious  step  in  the  tight  direction.        ii       .  \ 


(, 


I  also  believe  that  risk  analysis  legislation  that  covers  all 
'^'  federal  agencies  lis  urgently  needed,  especially  if  the  solution 
■proposed  by  jjudge  jBreyer  is  to  achieve  permanetnce  in  -the  Executive 
r.^Office  of  ttie  President."  My  personal  viejirpoint  is  that  risk 
'  analysis  :exp|ertLse  in  the  Executive  Office  of  ^the  Presijdent  should 
'•be  expanded  i  in  the  Office  of  Science  and  Technology  Policy  with 
,■.■.'■/ olos.e  collaborative  links  to  the  economists  in  thej  Office  of 
-^^riahagement  aind  Budget  and  the  Council  of  Economic  Advisors. 

-  in  eoncjlusiorf,  let  me  offer  a  provocative jillustraiion  of  what 
;■• 'Congress  •' should  not  do  in  the  area  of  risk  analysis.  I  There  are 
■:  isoiii©  interest  groups  that  have  suggested  that  all  linvoluntary 
.7j,j£iahcer.  risks  in  daily  life  should  be  reduced  to  less  than  one 
;-; 'Chance  in  .a  million  lifetimes,  regardless  of  how  much  that  costs  to 
:.:achi.ev&-Gr  Mia t  products  or  jobs  will  be  lost  in  the  process. '^ 
:>;NpV;>'I-.vW»nt:! to  remind  everyone  here  today  that,  there  is  tiny  but 
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nonzero  chance  that  an  airplane  headed  for  National  Airport  will 
veer  off  course,  strike  Capitol  Hill,  and  knock  off  several  Members 
of  Congress  and  their  staff.  I  don't  know  this  exact  probability, 
but  we  all  face  this  kind  of  involuntary  risk  every  day  of  our 
lives. 

i  ■     I  .        :   ■ 

Based  ojn  actuarial  science,  it  has  been  estimated  that  a  baby 
born  today,  igiven  current  mortality  rates,  has  not  one  chance  but 
four  chance^  in  a  million  of  being  killed  on  the  ground  by  a 
crashing  airplane."  While  we  certainly  have  regulate'd  airplanes 
to  minimize  t^is  pirobability,  noone  has  seriously  suggested  that  we 
should  ban  aii  airplanes  that  fail  a  one-in-a-million  test,  without 
even  consideiring  the  benefits  provided  by  airplanes  to  travelers  or 
the  impacts;  on  the  national  economy.  All  technologies  in  life 
ranging  froni  airplanes  to  electric  power  lines  are  associated  with 
benefits  and  risks  (many  of  which  are  involuntary),  ; Instead  of 
fixating  on jspecific  risk  cutoffs,  we  need  to  carefully  weigh  the 
risks  and  ber^fits  of  each  technology  and  the  possible  alternatives 
to  that  technology.^' 

It  is  dertalnly  true  that  risk  analysis  takes  time  and  money. 
The  amount  q'f  this  investment  is  very  small  compared  to  the  stakes 
we  are  talking  about  in  regulating  environmental  risks.  1 
certainly  would  oppose  a  Cadillac  version  of  risk  analysis  when 
something  less  complex  can  do  the' job.  Indeed,  I  ;am  fond  of 
telling  my  students  that  the  most  useful  risk  analysele  are  often 
those  that  i^pcus  on  the  most  critical  factors  using  a  small  number 
of  calculations  on  a  portable  calculator.  I  think  most  Americans 
think  this  way  as  well. 

Thank  you  for  the  opportunity  to  testify  today. 

:   i;    -  ■ 
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Question:  The  job  of  Administrator  of  the  U.S.  Environmental 
Protection  Agency  should  be  promoted  to  Cabinet  status  in  the 

White  House? 
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Qufeitiont  The  government  should  use  risk  analysis  to  Identify  the 
most  S0i|lous  environmental  problems  and  give  them  the  highest 
;  priority  in  environmental  spending  decision^? 
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Can  Carol  Browner  Reform  EPA  ? 

One  year  after  becoming  EPA  administrator,  Browner  has  a  lot  to  do  to  fulfill  her  promise  to 
make  science  the  centerpiece  of  environmental  regulation 


On  22  Novemb«  \an  ytv.  Carol  Brawner, 
adminUtracor  of  che  Emhronnieiual  Protec- 
tion Agn«y  (EPA).  g»ve  her  troops  t  pep 
talk.  Standint  with  her  cop  gides  on  •  po- 
dium outside  EPA  headquaiten,  Browner 
complimented  her  staff.  laid  Imii  her  agen- 
da, titd  exhorted  eveiYone  "to  employ  the 
best  pouible  science"  in  making  regulatory 
deciiioiu  for  the  S6.6  billion  agency.  The 
sctenciso  applauded  her  words  chat  balmy 
&U  day.  but  for  them,  the  lineup  sent  a  less 
positive  mesiiage.  The  agetwy's  science  ad- 
viser wasn't  on  the  rosnum — ^he  apparently 
didn't  tank  as  a  cop  aide — and  corupicuously 
absent  was  a  permanent  head  of  the  Office 
of  Research  and  Envelopment  (ORD).  the 
agenc>''s  main  research  arm.  Almost  a  year 
after  Browner  cook  office,  she  has  yet  co  find 
a  prominent  oucside  scientist  who's  willing 
to  take  the  job. 

Environmental  seiemiset  say  the  gaps  In 
chat  lineup  are  a  small  but  telling  reminder 
of  how  hard  it  will  be  for  Browner  CO  achieve 
her  goal  of  putting  science  at  the  heart  of 
EPA  decision  making.  It's  not  for  lack  of 
trying^  in  a  recent  interview  with  Science, 
Browner  talked  about  her  plans  to  improve 
communications  between  EPA  scientists 
and  regulators,  to  incorporate  scientific  is- 
sues Into  the  rejulatoty  process  at  the  earli- 
est possible  stage,  and  to  solicit  opinions 
ftom  outside  sciencists  and  other  constitu- 
ents in  a  series  of  public  meetings.  But  she 
must  also  deal  with  t  crack  record  that  causes 


scientists  co  gnash  their 
teeth.  The  agency  still 
doesn't  have  an  undencand- 
Ing  of  science,"  says  Ellen 
Silbergeld,  a  University  of 
MaryUnd  toxicologist  who 
closely  follows  federal  envi- 
ronmental policy. 

In  panicular,  sclentisD 
want  the  former  Florida 
state  environmental  official 
to  do  a  benet  job  incorpo- 
rating scienclik  and  eco- 
nomic uncertainties  into  its 
regulations,  and  to  stop  di- 
venlng  fijnds  from  long- 
term  research  into  short- 
term  projeca  to  suppon  reg- 
ulatory decisiotu.  "EPA  of- 
ten rrukes  assumptioiu  that, 
in  my  view,  arc  noc  biologi- 
cally plausible,"  says  toxicologist  Bailus 
Walker,  dean  of  the  University  of  Okla- 
homa's Healdi  Science  Center,  who  was 
Browner's  choice  co  head  ORD  until  he 
withdrew  last  July  (see  box,  p.  313).  Widiin 
the  agency,  says  EPA  coxicologut  Linda 
Bimbaum.  "well  initiate  a  major  program, 
then  all  of  a  sudden  there's  no  money."  Sci- 
entists are  also  unhappy  with  the  lack  of  pro- 
gress on  implemencii\g  some  of  che  recom- 
mendations in  cwo  rcporcs  commiuioned  by 
Browner's  predecessor,  William  Reilly,  that 
urged  EPA  co  improve  its  science  and  bring 


Mak*  way  for  acitnea.  Biowner 
wants  fundamental  ovsthaur  of 
how  EPA  uses  f»»»arch. 


Where  EPA  Spend*  Its  Research  Dollars  (by  account) 

Doll«r»  apem  on  raseareh  DoJara  sp«nt  on  nonr»aMteh 
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sod  0  500 

Dellaf*  In  minioni 


I  its  activities  mote  in  line 
;  with  actual  environmental 
i  risks  (see  table,  p.  314). 
"It's  biiane."  says  Rut- 
gers coxicologisc  Michael 
Gallo.  "For  yean,  we  in  che 
envirorunencal  science 
communicy  were  extremely 
worried  about  che  Reagan- 
Bush  approach  to  things. 
Now  aU  we  calk  about  is 
the  le^-elofscagnacion — no, 
catatonia — we  see  in  the 
(Qinton)  Administration." 
Browner  acknowledges 
these  problems  and  says  she 
understands  the  frustration 
of  EPA  scicnciso  whose  ba- 
sic research  projects  have 
been  brought  to  an  abrupt 
halt.  'TTiere's  no  point  put- 
ting money  in  a  long-term  project  if  you  can't 
put  ic  in  for  5  or  6  yean."  she  says.  Buc  real 
char^,  she  says,  will  require  no  less  chan  a 
furubmenol  overhaul  of  how  EPA  perceives 
the  role  science  plays  In  agency  decisions." 

RMcarch  potpourri 

Browner  will  have  to  change  perceptions 
throughout  the  agency,  for  EPA's  research 
enzerpnse  is  spread  across  several  offices, 
each  of  which  has  its  own  mission  and  its 
own  reasons  for  supporting  research  Esti- 
mates of  EPA's  annual  research  budget 
range  from  $500  million  to  mote  than  $1 
billion,  depending  on  how  research  is  de- 
fii«d  (see  chare).  The  llon'sshare  is  spent  by 
ORD,  which  operates  a  dojen  in-house  lab- 
oratories as  well  at  an  extramural  program 
for  conttaccbrs  and  academic  scientists- 
Its  work  a  intended  to  help  EPA  carry  out 
ia  primary  role  as  a  regulatory  agency, 
charged  with  protecting  the  nation's  envi- 
ronment— a  role  spelled  out  in  such  major 
pieces  of  legislation  as  those  focusing  on 
clean  air,  clean  water,  and  the  use  of  pesti- 
cides. But,  as  the  agency  prepares  to  mark  its 
25di  annivptsary  next  year,  it  is  facing  a 
grow'uvg  badclash  from  environmental  policy 
makers  and  sciencitu  questionii^  whether 
che  $115  billion  spent  each  year  in  the 
United  States  cm  environmental  protection 
reflects  the'best  scientific  tmdcntanding  of 
envirotunenol  and  health  risks.  Cash- 
strapped  Iqcal  govenuncnts,  in  pacciculac, 
ate  challenging  che  scientific  basis  of  "un- 
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Strict  Ethical  Rules  Confound  EPA  Sdence 


B«IM  ouL  B*Bus  Wilkar 
ui4  no  10  IOC  reSMR^  |o6 


Carol  Browner  sayt  the  hardest  scientific  problem 
she's  bcei  In  her  first  year  as  Envttonmenial  Pro- 
tection Agency  (EPA) :  administrator  has  been 
flndtiig  a  promliunt  iclenrisr  to  head  the  agency's 
Office  of  Research  arvd  Development  (ORD).She 
thought  she  had  filled  thejob  last  February  when 
'  (he  White  House  armnbijnced  ia  Intention  to 
nominate  toxicologist  Bailus  WaDcet,  dean  of  (he 
Univenity  of  Oklahoma's  Health  Science  Center. 
Bat  Walker  withdrew  I  from  consideration  i 
mondu  later,  before  the  White  House  sent  his 
tiominadon  to  Capitol  Hill  for  approvaL  Since 

■:■  then,  several  academic  acientlsu  have  told  EPA 

iu'tbey  are  not  interested  Iti  the  job. 

He  main  ptoblem  is  the  EPA  genetil  counsel's 
•tiicc  inictprration  of  nyenunetu  ethics  rules. 
The  ethics  rules  tail  to  take  iiuo  account  the  U&  of  an  academic 
acienost,"  says  Browner,  i  ' 

In  Walker's  case,  the{  stumbling' block  was  a  tww  guideline 
from  the  White  House  that  restricts  die  activities  of  political 
'  appointees  after  they  lei^  federal  service.  The  rule  states  that  a 
'senior  appointee"  must  jiot  Tobby'.  any  officer  or  employee  of 
that  agency"  for  5  yearsi  after  leaving  that  agency.  To  EPA'i 
general  counsel  the  lule  amounts  to  a  S-year  moratorium  on 

.  aeeking  EPA  grants.        j 

<-t\  The  5-year  montoriumwasonecfihcmost  critical  ^tors  in 
my  decision"  to  pull  out  qf  (he  nomination  process,  Walker  says. 
1  had  to  think  about  employment  options  after  federal  service." 
-Walker  had  complainedlin  July  abiait  an  "isxordmately  lorig* 
-venstg  ptocess  (Sdence,  €  August  1993,  p.  67 1),  but  be  says  now 
'  dial  his  teferenoe  to  havirig  "additional  time  to  rethink  the  rtmi- 

y  6catlons^  of  tdcuig  the  )ab  ^was  really  a  code  word  for  welghirvg 

v!^te  pres  and  cotu  of  the  ethics  rule." 
r    A  second  deterrent  xJ>  tectuitroetu  is  a  rule  that  precludes 
:  federal  woikes  from  using  their  o^iclal  tides  to  etxdooe  certain 
aetiTlties.  The  EPA  gene^  couiueL's  office  says  this  means  an 

'■■ii  0RD  chlrf  imiR  tmsicdiaiely  sever  aO  ties  with  ongoing  projects. 


I  even  unpublished  research.  There's  no  problem 
<  with  polishirvg  up  a  report."  says  Gerald  Yamada, 
I  depury  general  couruel.  but  nominees  must  refrain 
J  fium  doing  "midstream"  work.  This  nje  has 
doomed  coiuidetacion  of  several  prominent  aca- 
demics, including  Frederica  Perera.  a  molecular 
epidemiologist  at  Columbia  University  "We  were 
writing  up  studies  that  have  lasted  3  to  S  years," 
savs  Peten,  who  says  she  was  sounded  out  for  the 
ORD  job.  "Thai'sadlfficult  timeforany  researcher 
to  say,  "I'm  goirvg  to  discoruwct  from  my  work.'" 

The  agency's  interpretation  of  ethics  rules  af- 
feco  tank-ar>d-file  scientuts,  too.  Last  month,  for 
example,  OilD  held  a  meeting  to  develop  a  re- 
search plan  to  study  dv  health  effects  of  gasoline 
additives  used  to  reduce  smog,  inviting  scientists 
fiom  tKe  Centers  fbt  Disease  Control  attd  Prevciuiott,  the  state  of 
Alaska  (some  of  whose  residents  have  complained  of  health  ptob- 
lenu  stemming  from  use  of  the  additives),  and  industry.  But  uni- 
venity  Kicntiso  and  contract  researchers  were  excluded  because, 
as  explained  in  adocument  obtained  by  Science,  "EPA's  ethics  and 
cxaarrujral  ^mdirig  rcgulatioru  would  preveru  rhem  from  receiv- 
ing EPA  funds  to  perform  the  planned  projects." 

Other  research  agencies  appear  to  be  takitig  a  less  restrictive 
approach.  The  problems  EPA  appears  to  be  experiencing  haven't 
occurred  at  NSF  [National  Science  Foundstion)  to  my  knowl- 
edge," says  NSF  general  counsel  Lawrence  Rudolph-  Even  offi- 
cials at  the  Food  and  Drug  Admirutttation  (FDA),  a  regulatory 
agency  like  EPA,  say  they  haven't  experienced  similar  problems 
in  recruiting  top  scientists.  | 

For  now,  EPA's  geneid  counsel's  office  has  noplant  to  alter  its 
inoopRtxtion  of  the  educs  rules.  "I've  been  asked  to  explain  the 
rules,  and  some  people  haven't  been  happy,"  says  Yairuda  How- 
ever, he  adds,  'T^o  one  has  asked  mje  to  bend  the  rules."  And 
dc^ite  the  discomfott  caused  by  the  rules.  Browner  says  she  has 
no plaru  to  force  him  to  betid. 

!     ;■     ■..■.:■.■     -«A.- 


ij- .  fcoded  mandates'-T-rfiedcral  envitonmental 

':  ;ltegtit>ti6ns  that  morilcipaltti^  must  pay  for 

,    <At  least  one  city— Columbus,  Ohio— has 

.;icvcnftemed  an  envitonmental  science  advi- 

":  <  abiy comfaittee  &»,  accotdirigto  iochalr- 

.1  .;traa,  chemist  ^ward  Hayes  M  Ohio  State 

1  .;'X3nivenity,  "is  a  source  ;or.in(^ependent  sci- 

'.^v<eritii)c'arui  engineering  advtde  about  crwi. 

.' :; 'f-ixijnmfnral  tliks  «n3  nmedies.t  The  panel 

}„  'TOip«irtp.*ducat*/6PA.<faout|ttie  idenrlfic 

;  ^  .''UDCistab(^,eS^<mvir6(imeruJ^ 

/.J '^d^eieppnallevy.-;: '•-      'J]  ;  -.  ', 

;  .■-., ,;]  The  puHic'also  wartts  jEPA.  to  buildiio 

i-'AregulatiOTU  oh  a  more  solid  scientific  foun- 

'i]'/;dattop,.^ItvaTjir»trt>f  1000  Amerieans  ^e- 

■'(  ':"teased-:eafller  this  -mookh  byi  ihe  Harvard 

:;  'VCtnonfot  Risk  Analysts,  fi3*!agrrad  "the 

'yji  (DviBtDmertc  ihcukl  vft  risk  aatlyais  to  iden- 

;;-  ^  ^'.inoet  ^etioiis  ;envirbtf»«ttal  prob- 

v»  tei».">^  o°ly  ^2")$  ithbughtj'lthe  gdvein- 

' '  'mehtdpes  a.good  job  of  using  ^ience  In  i^e 

';'de*el<^iment  of  environmental  regulations." 

•:<Coiigreas,  coo,  is  beginnii^  to  pay  ra<^ 


attention  to  EPA  science..  The  House  and 
Senate  are  coruidetiivg  legislation  to  add  an 
extra  layer  of  icieruific  review  to  EPA's  deci- 
sions and  to  compare  the  costs  and  benefits 
of  proposed  and  existitvg  tegulacions.  But 
that  atteruion  isit't  entirely  benevolent. 
One  of  President  Clintoii's  campaign 
pledges — to  t«ise  EPA  to  Ciiinet  uaaii — 
has  been  stymied  by  attempts  to  iTtatyiate  risk 
aivi  benefit-cost  assessmems  that  ii)ighs 
force  EPA  to  use  particular  scientific  analy- 
■  sea  even  after  they  become  obsolete!  ^ 

LooUne  for  ansvfcrt 

In.response.  Browner  says  her  joal  to  to  en' 
sure  that  "good  science  is  at  the  foundation 
of  every  decision  EPA  makes,"  and  an  Ad- 
ministration offtcialsays  the  piesident's  1995 
hu^lgei  CO  be  submitted  next  raottth  will  in- 
clude more  money  for  ORD.  But  Browner 
confesses  she  doesn't  have  all  the  atuwers. 
"I'pa  looking  to  people  inside  the  agency, 
people  who've  b«in  here  10,  iO  years,"  says 
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Browner,  "and  I'm  saying  to  them,  "What  do    -  • 
you  thirJcis  thebestsay  couseourscienoer*  '• "; 
One  of  die  biggest  comphints  Browner  it  - . ' 
heaimg  from  those  veteratu  is  that  dw  .; 
agency  has  failed  ro  design  arvl  carry  out  t  -'  '■■ 
sound  long-term  research  agenda.  Although ''■".- 
(ivcy  wouldn't  mind  geaiiig  more  mcmey,  . 
EPA  scientists  are  more  troubled  by,the.^', 
agency's  ever-changing  research  prioritiea.  . 
"We  constantly  have  tojusttfy  and  rejustify    . 
what  we're  djing,"  says  Thomas  Murphy,dC->  i  :■. 
;.  lactor  of  an  jEFA  laboratory  In  Cori^ha,  • 
.  'Oregott  Notei  David  Rail,  a  former  heid<f 
the  NatiotMl  Institute  of  Enviroftmetttd  ■/ 
.Health Sciences, "Whehthere'saregulstoty  ::!- 
crisis  at  EPA,^everything  else  stop!."  .'•' ' 

A  top-notch  ORD  chief  could  go  a  long  ,. . 
way  toward  rectifying  dvese  problems,  say  : 
environttienril  sdeniiaii;  "If  the  agency'ij  "'  . 
serious  abouc  improving  irs  science,"  says 
University  of  JexM  environmental  engineer 
Raymond  Loehr,  who  chain  the  agency's 
Science  Advisory  Board  (SAB),  "it  needs  a 
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BE 

TWO  REPORTS.  TWO  ADMINISTRATORS 

In  Seplembef  1990.  a  r»port  from  EPA's  seisnce  advisory  bo«rt  ^Radudng  flirtT  »u9- 
gatMd  w»ys  »•  agency  could  Improva  Is  procwt  of  awing  photitin  and  anoeaUng 
fesourcM.  In  Marefi  1992  an  axptrt  panal  offered  suggestions  fof  improving  EPA  arianea 
(iC/wSWe  Saanca").  Here  are  some  of  ttierr  major  raeommandationa,  and  tfw  raaponses 
of  EPA  administTatore  William  Railly.  who  served  under  President  Bush,  and  Carol 
Brownar,  appointed  by  Presideru  CBnton. 

Recommendation 

Rtllly 

Browntr 

REOUCma  RISK 

r"   -  ■             ■■■•■. 

Tackle  lh«  moai  preaalng 
environmental  problems  first 

'  Tried  to  include  mora  people 
in  prepanng  budget 

Asked  SAB  for  advice, 
plans  public  meetmga 

Reduce  •odotfcalhaks 
In  protscfeng  fmnan  fiaaltfi 

,  Set  up  ecological  moniiorTig           Increased  funds  for  EMAP, 
and  asaessmeot  program  (IMAP)  may  be  Meed  to  bidogieal 
suney 

EmphasHa  poUuHon 
piwemicn  o>«f  deanMP 

:  Raised  pfofls  of 
.  emissions  oormul 

Continuing  initiative 

cnEOiei:  science 

lonQ'tenn  probierna 

Began  small  glabal 
:  diange  program  (GCP) 

Ccnlinulng  QCP 

Appeim  a  sdeooe  advlaor 
TO  eveitea  an  Internal 
council  Of  aoenostt 

Named  WimamRaub. 
created  cowcH 

SearoMnglor 
Raub's  successor 

Inoo^orate'scienoe  eoity. 
In  me  regulatory  process 

.  Planned  Increase  In 
rssaareti;  to  support  regulations 

researchln  planning  regs 

Recn»t  half  a  dozen    ■ 
■wortfrdaaa'sdwilisB 

'  eandRlaies 

BkKked  by  Cftnon't 
plsntosimpayioa 

meresaealiare  oftuncSng 
for  univwsliy  msearcten 

:  SUghi  increase 

Continuing 
small  ineresse 

Encure  quatty  of  agency 
science  doeumantt   ' 

:  Oevetoped  intemar 

Continuing 
po»cy 

mont  ictentljt  or  engineer  In  chane  of  is 
science  fcase.'  Rtseaichat  sayiit't  sLo  tinw 
fotCrowner  and  anew  ORJCl<jl>lef  to  define 
die  cAi  of  ORO.  "Shoiild  wt  bje  gap  iilltiior 
nacional  leaden."  ailcs  Mtii]>hT- 

Sciencisu  .^\ao  fe^  BPA's  tegtUadooi 
often  don't  nflect  the  \iffM  reieaick. 
T^e's  been  a  lot  of  ooncem  due  policy 
dcciiioiu  SIC  made,  then  anatyses  are  done  to 
mpport  the  dtciJiora,";«ays  WendyiQeland- 
Jiimnet^ieputy  dliectot  of  EKA.'s  regulatory 
managonettcsnd  f  li'sJuatioo.'offlce.  Mu^h  of 
ifaelihinefbrtliii  lies  wlthCongrc^  About 
7()%of£PA'<i>u^ctiit^eni:oFt  carrying  out 
oongr^ssonal  mandate  in  .%■  do^n  nsjor 
oviroiBaencallain.lh^diniiiffAtoittinl' 
iotiepuklli:  exposure  ;t6  q>ecific  toxlcano 
Sod  catcino|^ni.  The  itanuteS  simply  maVe 
Bo  room  for  leiencev"  says  Relllv,  noi«  a  yisit- 
jf^  gtofeaioi  at  Sianfbtd.  "Congrais  has  al- 
t^dy  node  up  its  inirid  as  ^'how  it  wants 

'  things  teculated."  '    i 

■  '  OnedassicexamplebthePelaneyctauie 

-rf  ^he  Food,  Drug,  and  Coimetic  Act  of 
Wsis.  The  clauK  piohjbio  EPA  froin  allow- 
iag>processed  foods  to  contain  testdue  from  . 
ny  psticlde  Jcnowh  to  cause  cancer  in  ani- 
oads  and  human*— no  iitatta  how  remote 
the  r^ancer  threat.  EPA  would  like  to  find  a 
way  arosnd  the  iegttlacion;  and  in  Match 

»14 


1991 ,  an  internal  EPA  repon  tecontntended 
lid:  aisesson  Ignore  kidney  oimon  that  de- 
velop after  certain  chemicals  nigger  a  phy- 
siological cascade  unique  to  tnale  rats.  But 
if  EPA  were  to  ignore  such  loxicological 
data  in  drawing  up  a  reguladoiu  says  an  EPA 
pesticides  staffer,  "Sve'd  be  In  court  in  an 
eycbUnk.'' 

Congress  isn't  always  the  odpric,  how- 
ever; EPA  creates  plenty  of  io  avn  problems 
in  apptving  science  to  public  policy.  Last  UI. 
ibr  example,  EPA  Winded  a  study  suggesting 
that  cleansing  the  soil  of  lead,  vi4uch  affects 
cognitive  developtoem  in  children,  was  un- 
likely to  reduce  lead  levels  ih  their  blood 
slgn^kanely  (Sdcncs,  IS  October  1993,  p. 
323).  But  EPA  Ignoicd  the  finding  and  de- 
cided chat  cleaning  up  heavily  contaminated 
soil  would  "measunbly  reduce  blood  lead' 
TYm  lead  iivdustry  cridcjied  EPA's  analysis, 
as  did  the  Alliance  to  End  Childhood  Lead 
Poisor\ing,  which  thinks  that  it  is  mote  im- 
portant CO  spend  money  On  removing  lead- 
based  paint.  EPA  hopes  to  release  a  revised 
analy^  later  this  month.  EPA's  aaempt  lo 
set  a  standard  for  radon  in  drlnkis^  water  is 
seen  as  anotiicr  example  of  scientific  inepci- 
tude  (Sara,  17  Septetnber  1993,  p.  1514). 

Many  scientist!  were  tuning  that  two  ma- 
jot  upaTsomrmiiTOonedbyReiUyonsueiigih- 
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ening  EPA  science  would  ctuble  Browner  to 
get  off  to  a  fast  start.  The  first.  "Tleducmg 
Risk;  Setting  Environmental  Priorities  snd 
Strategies  for  Environmental  Ptoteccion." 
urged  the  agency  to  do  a  better  job  of  antici- 
pating enviionmental  problems.  In  response, 
Reilly  asked  EPA  scientists  to  do  two  things: 
put  greater  emphasis  on  pie^-cntioa  and  spend 
more  money  on  hsxards  that  pose  the  great- 
est threat  to  humans  and  the  environment. 

Reilly  didn't  stop  there.  He  asked  for  a 
second  tepott  on  the  agency's  scientific  ef- 
forts, "Safeguardirtg  the  Future:  Credible 
Science.  Cadible  Decisions,"  which  reaf- 
firmed what  outsiders  had  said  for  yean: 
"EPA  science  is  of  tmeven  quality,  and  the 
agency's  pc^cies  and  regulations  are  fre- 
quently perceived  as  lacking  a  strong  scien- 
tific foundation.' 

One  of  the  committee's  key  recommen- 
dations was  CO  appoint  a  science  adviser. 
"You  need  somebody  to  tell  the  emperor 
^i  he  or  she  doesn't  have  any  clodies," 
Loehr  says.  Reilly  chose  William  Raub,  who 
bad  spent  25  years  at  the  Naciotul  Insti- 
tutes of  Health  (NIH).  including  2  years  as 
actiitg  KIH  diiectot. 

Raub  assembled  a  council  of  adviseis  from 
(he  program  ofiicesandORI>and  asked  it  to 
draft  guideliius  to,  as  the  report  requested, 
"insure  a  minimum  level  of  quality  assur- 
ance" for  all  scienceused  to  support  decision 
making.  He.is  also  given  credit  for  luipcoving 
cotnmunicaicions  between  ORD  and  the  pro- 
gram ofRces-  The  scieitoe  adviser  is  an  ex- 
peritoenc  that  has  worked,^  says  Carl  Maia, 
chief  scienrisc  in  die  air  and  radiation  ofiice. 

Reilly  also  pressured  officials  to  focus  on 
the  nation's  most  iraportani'environmental 
issues.  Suddenly,  scientists  woiking  on  di- 
oxin  in  water  began  thii\king  about  connot- 
ling  dioidn  release  from  incinetstots  and 
cleaning  updioxin  at  Supetfund  sites  as  well.  ' 
"1  really  wazued  co  make  science  oenoal  to 
the  agency's  effons."  Reilly  says.  "Bui  1  think 
a  fair  amount  of  change  is  still  necessary."     ^ 

Atlinatoact 

Browrier  Isi  taking  several  steps  to  elevate 
the  lole  of  science  at  EPA.  She  agiees  with 
Reilly  that  the  agency  should  empfaasiK 
preventictg  poUudoii  tadicr  than  just  clean- 
ing it  up.  and  she  has  b^un  co  iiiake  more  : 
rlgoious  chc  review  of  risk  asseismencs  gen- 
erated in  the  progsam  ofifices.  In  addition. 
Browner  plans  to  create  a  set\ior  science 
policy  council  that  will  iiKlude  scientists  and 
administiacors,  and  she  waius  more  outside 
advice  on  the  agency's  efibcts  co  tec  spending 
priocides  And  next  month  EPA  will  con- 
duct a  series  of  national  forums  involving 
local  and  State  officials,  icpreseitcatives  of 
industry  and  envUonmencal  groups,  and 
ochet  concerned  groups. 

Browner  also  plant  CO  add  a  leseaich  com- 
poficnc  to  EPA's  method  of  developing  regu- 
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lulona  by  ulung  a£ci\cy  KlencUcs  what  ad-  ! 
dihonal  scudiet  nvcd  co  be  done  before  pro- 
eram  ofTices  can  propose  a  nev  rule.  Such 
an  'analytic  blueprint"  would  improve  the 
quality  of  a  prop<»ed  repiUtion.  the  says,  as 
well  at  strengthen  the  agency's  ties  to  Its 
constituet^cy  of  scientists,  enviroruncntal- 
ists,  aitd  industry  repreKntativet. 

But  Browner  has  yet  to  act  on  several 
"Credible  Science'  tecomniendationt,,  in- 
cluding the  hiring  of  four  to  six  "world-class' 
scientisa  for  EPA's  in^house  research  pro- 
gram and  shifting  more  research  dollars  to 
academic  researchers  Cwho  tkqw  receive  an 
estimated  10%  to  20%  of  the  tgencft  re- 


search budget).  She  has  also  failed  to  ease 
problems  caused  by  a  crackdown  on  abuses 
by  contraccort  that  has  sharply  eroded  the 
ability  of  scieniiso  to  do  research  (Sdtnce.  29 
October  19M.  p.  647). 

Browner  says  the  Adminisnacion's  effcirts 
CO  reduce  the  federal  payroll  have  hampered 
her  ability  to  hire  Kicncisa.  And  "orve  of  my 
greatest  frustrations'  since  coming  co  the 
agency,  Browner  «>■!,  is  how  much  time  EPA 
scientists  must  spend  matuging  cocutacrors 
rather  chan  doing  research.  Bodi  problems 
may  soon  be  alleviated,  however  Sdnct  has 
learned  the  Adminisciation  will  let  EPA  hire 
nMte  full-tiiiie  employees  in  1995,  allowuvg 


Browner  to  convert  some  contract  research- 
en  into  EPA  employees  and  to  fill  other  po- 
sitions with  outside  scientists. 

With  the  envirorunent  a  key  Issue  for 
Vice  President  Al  Gore,  the  White  House  is 
keepir\g  a  close  eye  on  Browner's  progress. 
And  despite  a  spotty  record  to  dace  in  re- 
forming EPA's  Kierjce,  most  scientists  ate 
rooting  for  Browt\er  to  succeed.  "When  1 
first  met  Carol  Brownet.  1  was  overjoyed." 
recalls  Walker.  "1  got  the  impression  she  re- 
ally, truly  cared  about  science  at  EPA  "  He 
pauses  for  seven!  seconds,  then  adds,  "1  still 
believe  she  cares." 

.^chatd  Scooe 


-MOLECULAR  BIOLOGY- 


Italy  Throws  EMBL  Into  Turmoil 


Fods  Kafaios,  director-geoeisl  of  the  Euro- 
pean Molecular  Biology  .  Laboratory 
(EMBL).  seemed  to  be  »*)1  pn  the  way  co 
scoffing  ^e  lab's  faioiif  jaft  ibefore  Christ- 
oat.  In  a  meeting  ac  lEMBL's  Heidelberg 
hcadquanets,  the  lab's  15  member  states 
backed  *in  ptinclple*  Ka^toe";  plan  to  spread 
research  funds  around  hy  establishiiig  a  net- 
work of  small  EMBl^sponsoted  groups  at 
ceoien  aaoss  Europe  (Saner,  17  Deceitjjer 
1993.  p.  1807).  This  was  ejcpected  to  be 
enough  to  satisfy  some  countries'  coocemi 
that  diey  hadn't  been  gecritvg  duii  money's 
worth  from  their  EMBL  coiuiibudona.  But 
on  28  December.  Kafatos'  N<w  Year  cel- 
ebrations were  ruined  when  the  Italian  gov- 
enunent  dropped  a  time-bomb  into  his  lap: 
formal  written  notice  of  Italy's  intent  co 
pull  out  of  EMBL — an  unptecedeiued  movi 
that  throws  the  lab's  ftjtuie  into  jeopardy, 
because  Italy  provides  12%  of  EMBL's  JSO 
million  annual  income. 

To  compound  ICafatos'  problems,  Italian 
Prin»  Mituster  Carlo  Aiqlio  Ciampt  re- 
tigrud  lajt  week,  dissolving  his  transitional 
government  and  making  any  rapid  change 
of  heart  impossible.  "I  really  carwoc  say  very 
much,'  a  bitterly  dttappoirued  Kafatos  told 
Science  last  week.  The  reality  ts  that  Tm 
gathering  my  thoughts,  the  thoughts  of  ^c 
lab,  and — very  importantly — che  thoughts 
of  the  [national]  delegates." 

Italy  had  chreacened  to  quit  last  year  be- 
cause Italian  scientists  ate  uruierrepresented 
among  the  staff  ac  EMBL's  hetdquarcets.  By 
launching  his  ''regiorul  groups"  program 
with  four  labs  in  Italy  (and  arwther  in 
Spain),  Kafacos  hoped  to  head  off  the  Italian 
thxeac  That  hope  is  now  dashed,  but  Italy 
ha<  not  yet  closed  the  door  oti  EMBL  com- 
pletely. The  withdrawal  cannot  take  effect 
unid  next  January,  which  giveis  lab  officials 
tome  breaching  space,  and  die  Italian  notice 
came  with  a  statement  explaining  that  che 
decision  "is  intended  to  stiirmlatc,  within 
Italy  and  EMBL,  a  wlde-rangtng  and  deep 


analysis'  of  the  reasoos  for  Italian  scientl<a' 
low  involvement  in  EMBL  This  debate  may, 
the  scacement  goes  on,  lead  co  "a  relaunchi  ng 
of  Italian  collaboration  in  che  European 
framework,  including  more  positive  devel- 
opments vU-l-vis  EMBL  Itself"  These 
ciypcic  words,  say  Icalian  sources,  mean  chat 
if  che  lab  offers  Italy  more  than  ihe  four  re- 
gional groups  proiniscd  so  ba,  chen  it  might 
not  leave-  'The  problem,  how- 
ever, ij  chat  this  will  teqiilie 
note  money,  which  EMBL 
doesn't  have. 

Icalian  research  minister 
Umberto  Colombo  could  not 
be  reached  for  cooimenc  last 
week.  But  Aituro  Falaschi,  di- 
rector of  the  International 
Center  for  Oenettc  Engineer- 
ing and  Biotechnology  in 
Trieste,  lays  diai  the  ofFer  of 
Just  four  regional  groups  was 
the  final  straw.  Falaschi  says  a 
figure  of  ten  was  discussed  at  a 
meeting  in  Rome  last  October 
with  Ka&cos  and  Bemhard 
Hirr  of  the  Swiss  Instimce  for 
Expenmental  Cancer  Re- 
search, then  president  of 
EMBL's  governing  courwlL 
Hirt,  however,  denies  that  any  promises  were 
made  There  was  no  secret  deal,'  he  says, 
adding  that  It  was  made  clear  chat  the  cen- 
ecoup  escimacc  assumed  a  5%  growth  in 
EMBL's  budget,  which  Its  member  states  re- 
fused to  consider  in  December 

With  little  hope  that  the  ochet  EMBL 
states  will  agree  to  increase  their  concribu- 
tlons  CO  accommodate  Italy,  EMBL  lab 
chiefs  have  been  uked  to  draw  up  contin- 
gency plans  for  1995,  assuming  no  Icalian 
funding.  As  mosc  of  EMBL's  budgec  is  locked 
into  salaries  and  cannot  be  cut.  neiv  Inicia- 
Ci%"e* — such  as  the  European  Bioinformatics 
Institute  now  being  sec  up  in  Cambridge, 
U.K.  (Science.  18  June  1993.  p.  1741)  and 
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Fax  campaign.  Riccardo 
Conese.  trying  to  gel  Ih*  gov- 

•mineni  w  enange  its  mind. 


the  planned  expansion  of  the  EMBL  ^cility 
in  Oienoble,  France— could  be  severely 
squeezed. 

Many  Italian  biologisis  are  dismayed  by 
these  events.  "Isolaxicm  is  always  che  begin- 
ning of  dcith."  says  ceO  biologist  Jacopo 
Meldolesl,  director  of  che  Department  of 
Biological  and  Technological  Research  ac 
Milan's  San  Raffaele  Hospital  who  ai^es 
that  Italian  rnoleoilar  biology  needs  to  m- 
crease  its  contacts  with  EMBL  not  sever 
cheio.  Riccanio  Conese.  a 
former  EMBL  program 
leader  who  heads  the  Insd- 
tuce  for  Research  in  Molecu- 
lar Biology  in  Pomezia.  near 
Rome,  is  exasperated  that  his 
government — having  won 
tecognician  that  Italy's  fu- 
cure  Involvement  in  EMBL 
muse  be  increased — has  al- 
lowed the  debate  to  degener- 
ate Inm  penny-counting. 
"The  issue  now  is  a  much 
smaller  and  less  noble  one," 
he  says. 

Meldolesi  and  Conese 
are  spearheading  an  effon  to 
get  the  decision  to  withdraw 
reversed,  bombarding  the  re- 
search ministry  widi  faxes 
and  telegrams  of  complaint. 
But  with  che  government  now  awaiting  elec- 
tions in  March,  it  is  unclear  what  effect  that 
campaign  will  have.  The  clectiotu  aie  ex- 
pected to  dec  itxiace  the  number  of  seats  held 
by  Icaly's  discrediced  Christian  Democrat 
and  Socialist  panies,  probably  leaving  the 
former  communists  of  the  Party  of  the  Dem- 
ocratic Left  as  the  largest  bloc  In  parlia- 
ment. The  best  hope  for  EMBL  it  seems,  is 
chac  chb  new  government  will  be  keen  on 
pan-European  iniciaciiit.  The  problem 
with  the  debate  over  EMBL's  future,  laments 
Hicc  Is  chac  national  considerations  uke 
center  stage:  The  word  Europe  is  never 
mencionei" 

-Peter  AMhous 

SIS 
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Mr.  CoNDiT  [presiding].  Mr.  Wood. 

STATEMENT  OF  RANDOLPH  WOOD,  DIRECTOR, 
ENVIRONMENTAL  QUALITY,  STATE  OF  NEBRASKA 

Mr.  Wood,  Thank  you,  Mr.  Chairman.  My  comments  are  going 
to  be  a  Httle  bit  different  today.  I  am  impressed  with  the  academics 
that  vou  have  before  you  and  I'm  not  going  to  address  the  subject 
of  risK  assessment  from  that  perspective, 

I'm  representing  the  Governors,  the  Nation's  Governors.  The 
Governors  are  on  the  front  Hne  out  there  in  terms  of  public  health 
protection,  in  terms  of  protecting  the  environment.  In  terms  of  pro- 
tection of  the  environment  and  protection  of  public  health,  the  rub- 
ber meets  the  road  in  the  States.  The  Governors  have  the  respon- 
sibility. The  Governors  have,  as  I  know  you're  well  aware,  lived  up 
to  that  responsibility  in  the  past,  and  they're  committed  to  doing 
that  in  the  future. 

But  they  are  frustrated.  They  have,  as  you're  well  aware  with 
their  positions  on  mandates,  they  have  expressed  a  frustration  that 
there  is  absolutely  more  to  do  than  can  possibly  be  done.  They  are 
frustrated  with  having  to  face  small  communities,  some  of  which 
Mr,  Thomas  spoke  this  morning,  the  frustration  of  those  small  com- 
munities in  being  able  to  do  the  things  that  are  most  important  to 
them  locally  because  there  is  a  mass  of  requirements  that  is  com- 
ing to  them. 

And  it's  not  a  mass  of  requirements  that  come  to  them  from  the 
standpoint  of  which  one  do  we  do  first?  It's  a  mass  of  requirements 
that  say  we  have  to  do  all  of  those  things.  And  when  you  have  a 
small  community,  and  I'm  very  familiar  with  the  one  that  Mr, 
Thomas  spoke  of  this  morning,  Chug^ater,  WY,  you  have  a  com- 
munity of  300  to  500  people,  and  they  don't  have  the  resources  to 
do  the  Clean  Water  Act,  the  Drinking  Water  Act,  subtitle  D  of  the 
solid  waste  regulations,  and  still  have  someone  to  keep  the  office 
open  downtown,  have  police  protection,  fire  protection,  and  those 
kinds  of  things. 

The  Governors,  in  their  statement  to  you,  are  basically  saying 
somewhere,  somehow  there  needs  to  be  a  process  which  recognizes 
the  priorities,  recognizes  that  all  risks  are  not  equal,  recognizes 
that  we  need  to  be  able  to  establish  some  sort  of  comparison,  and 
do  the  things  that  are  most  important  first. 

With  that,  Mr.  Chairman,  I  will  yield  the  rest  of  my  time.  Thank 
you. 

[The  prepared  statement  of  Mr.  Wood  follows:] 
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Good  Morning,  Mr.  Chairman,  my  name  is  Randolph  Wood.  I  am  the  Director  of  the 
Department  of  Environmental  Quality  for  the  state  of  Nebraska.  I  am  here  today  to  testify 
on  behalf  of  the  National  Governors'  Association,  as  well  as  for  the  Govemor  of 
Nebraska,  E.  Benjamin  Nelson. 

The  protection  of  pubhc  health  and  state  natural  resources  are  among  the  most  imponant 
responsibilities  carried  out  by  Governors.  The  expectations  of  an  increasingly  informed 
citizenry  demand  that  states  continue  to  exercise  the  lead  responsibility  for  protecting  the 
quality  of  the  environment.  State  programs,  not  only  have  designed  and  implemented 
control  strategies  consistent  with  federal  statutes,  but  they  often  go  beyond  federal 
minimum  requirements  in  order  to  meet  unique  environmental  needs  within  the  state.  As  a 
resuh,  states  have  become  noted  sources  of  innovation  in  the  environmental  protection 
field. 

The  issue  of  risk  assessment  and  how  it  relates  to  environmental  laws  and  regulations  is  of 
particular  importance  to  Governors  as  they  cany  out  the  requirements  of  an  increasing 
body  of  environmental  law.  Although  the  Governors  are  unquestionably  committed  to 
environmental  protection,  heavy  demands  on  state  resources  make  it  imperative  that 
taxpayer  dollars  are  spent  wisely.  In  fact,  this  moming,  as  part  of  the  National  Govemors' 
Association  (NGA)  Winter  Meeting  here   in  Washington,   D.C.,   the   Govemors   are 
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expeaed  to  approve  a  policy  statement  expressing  their  continued  concerns  about 
unfunded  federal  environmental  mandates  and  the  need  to  base  environmental  protection 
priorities  upon  sound  science  and  risk-reduction  principles.  I  will  be  submitting  this  policy 
for  the  record. 

Risk-based  priority  setting  has  been  undertaken  by  a  number  of  state  environmental 
departments  since  the  late  1980s.  A  1991  NGA  survey  of  state  environmental  planning 
activities  found  that  twenty-one  state  environmental  departments  were  involved  in  various 
forms  of  strategic  planning  that  included  a  process  for  setting  program  and  budget 
priorities,  and  that  interest  has  been  growing  steadily.  The  effect  of  these  state  effons, 
however,  has  been  diminished  somewhat  by  the  inflexibility  of  federal  grant  programs  and 
federal  statutory  and  regulatory  requirements. 

State  experience  has  shown  that  comparative  risk  analysis  is  an  excellent  tool  for  building 
support  for  environmental  protection  efforts  because  it  provides  an  opportunity  to  view 
the  enviroitment  as  a  whole  and  a  means  of  measuring  the  success  of  these  efforts.  States 
have  argued  for  many  years  that  this  perspeaive  needs  to  be  institutionalized  at  the  federal 
level  where  bureaucratic  "bean  counting,"  internal  agency  incentives,  and  toxic-specific 
campaigns  often  have  distorted  the  environmental  agenda. 

Comparative  risk  analysis  projects  have  shown  that  scientifically  based  rankings  often  do 
not  match  the  public's  perception  of  risk.  Many  scientifically  based  rankings  conclude  that 
global  climate  change,  ozone  depletion,  and  indoor  air  pollution  present  some  of  the 
biggest  risks,  while  polls  often  show  that  public  concern  is  focused  on  issues  related  to 
Superfund  sites,  solid  waste,  and  drinking  water.  Rising  awareness  of  this 
political/environmental  problem  is  one  reason  why  comparative  risk  is  worth  undertaking. 
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The  ranking  of  risk  alone,  however,  does  not  identify  how  resources  should  be  allocated. 
For  example,  several  low-risk  priorities  may  be  addressed  at  a  lower  cost  than  one  hi^y 
expensive  strategy  directed  toward  the  top  priority.  A  risk  management  strategy  must 
involve  a  good  assessment  of  the  risks,  but  it  must  also  evaluate  the  technical  edacity  to 
reduce  the  rides  and  assess  the  cost-effectiveness  of  risk  reduction  strategies.  The  long- 
term  goal  must  always  be  to  minimize  overall  risk. 

The  U.S.  Environmental  Protection  Agency's  involvement  in  comparative  risk  also  dates 
back  to  the  late  1980s.  Under  the  guidance  of  the  1987  EPA  Science  Advisory  Board 
repon,  Unfinished  Business:  A  Comparative  Assessment  of  Environmental  Problems, 
EPA  has  undertaken  several  initiatives,  including  an  agencywide  plan  and  several 
ecosystem-specific  projects.  Program-specific  changes  have  been  hampered  by  the 
language  of  various  environmental  statutes  that  mandate  specific  aaions  and  prohibit  the 
consideration  of  costs.  Because  substantive  changes  on  the  program  and  regulatory  level 
have  not  been  apparent  to  states,  the  Governors  urge  Congress  to  require  an  institutional 
mechanism  to  incorporate  cost-benefit  analyses  and  risk-based  decision  making  in  a 
manner  that  is  highly  visible  to  both  Congress  and  the  public. 

Cost  considerations  likewise  need  to  receive  more  pubUc  attention  in  environmental 
rulemaking.  A  1991  Environmental  Financial  Advisory  Board  report  foimd  that  the  cost- 
benefit  analyses  conducted  by  EPA  have  not  received  as  much  attention  as  they  probably 
warrant  and  that  the  agency  needs  to  build  its  capacity  to  conduct  financial  evaluations  of 
regulations.  It  is  important  to  make  clear  that  the  Governors'  desire  to  bring  cost-benefit 
issues  to  the  forefront  of  decision  making  is  in  no  way  an  effort  to  discourage 
environmental  legislation  and  regulation  or  to  say  that  less  money  should  be  spent  on 
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environmental  rcgiilation.  It  is  simply  a  matter  of  making  sure  we  are  spending  money  in 
the  right  places  and  in  the  right  ways. 

Although  the  Governors  have  been  very  supportive  of  the  commitments  expressed  in 
Executive  Order  12866  to  assess  all  costs  and  benefits  of  available  regulatory  alternatives, 
its  effect  in  the  environmental  area  is  limited  by  various  statutory  provisions  prohibiting 
EPA's  consideration  of  costs  in  rulemaking.  Consequendy,  the  Governors  urge  that  the 
concepts  be  infused  as  broadly  as  possible  throughout  both  the  executive  and  legislative 
branches  of  the  federal  government. 

I  would  note  that  in  recent  conversations  with  Administration  officials,  the  Governors 
have  been  assured  that  the  kind  of  analysis  required  by  the  executive  order  is  being 
undertaken  by  EPA  and  other  agencies.  However,  most  environmental  statutes  specify  in 
detail  the  process  to  be  used  in  setting  standards,  such  as  prescribing  the  use  of  best 
technology,  and,  as  mentioned  above,  the  cost  of  compliance  is  precluded  from 
consideration  in  some  cases.  This  means  that  risk  assessment  and  cost-benefit  analysis, 
while  it  may  be  illuminating,  may  be  of  very  limited  use  in  guiding  decisions  on  matters 
such  as  standards  and  technology  requirements.  For  this  reason,  we  believe  that  the  use  of 
risk  assessment  and  cost-benefit  analysis  needs  to  be  written  into  appropriate 
environmental  statutes.  I  would  note  that  the  Governors'  policy  specifically  recognizes 
that  this  analysis  should  encompass  both  quantitative  and  qualitative  assessments. 

One  of  the  advantages  of  writing  the  risk  assessment  and  cost-benefit  analysis 
requirements  into  law  is  that  doing  so  would  establish  a  process  as  policy  and  would 
create  a  permanent  mechanism.  The  use  of  analysis  would  also  not  defjend  upon  executive 
discretion  fi-om  one  Administration  to  the  next.    Moreover,  the  law  would  provide  for 
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reporting  the  results  of  the  analyses  to  Congress  and  the  public  in  an  ^propriate  form, 
which  we  believe  would  improve  public  acceptance  of  EPA  requirements  and  give  the 
Congress  important  information  for  oversight.  I  would  note  that  while  the  Governors 
support  the  use  of  these  analyses,  they  are  not  advocating  a  hard  requirement  that  EPA 
decisions  depend  upon  the  results  of  the  analysis.  There  may  well  be  instances  in  which 
EPA  should  and  will  publish  a  regulation  after  a  cost-benefit  analysis  fails  to  demonstrate 
benefits  in  excess  of  costs.  Even  if  that  occurs,  we  are  convinced  that  requiring  the 
analysis  will  improve  the  overall  quality  of  our  environmental  programs  by  increasing 
federal  decision  makers'  awareness  of  the  costs  and  benefits  of  their  actions. 

The  Governors  do  believe  that  priority  setting  must  result  from  the  use  of  these  decision 
making  tools,  however.  The  pwlicy  under  consideration  by  the  Governors  that  1 
mentioned  at  the  outset  proposes  a  means  of  priority  setting  for  all  new  federal 
environmental  laws  and  regulations.  It  suggests  that  if  an  environmental  problem  warrants 
the  passage  of  federal  legislation  or  the  adoption  of  regulations,  then  states  and  local 
goverrunents  should  receive  federal  assistance  to  cany  out  the  resulting  requirements.  If 
funding  is  not  provided,  states  and  local  governments  should  be  permitted  to  carry  out  the 
related  activities  based  upon  their  own  priorities  and  programs.  Finally,  if  new  problems 
emerge  that  require  federal  attention,  but  additional  federal  resources  are  not  available,  the 
federal  government  should  balance  current  requirements  against  any  new  requirements  so 
that  the  highest  priority  work  can  be  accomplished  within  existing  budgets.  As  Senator 
Patrick  Moynihan  has  said,  "The  choice  is  not  between  having  priorities  or  not  having 
them.  Rather  it  is  between  setting  them  consciously  or  setting  them  by  default." 

The  Governors'  policy  statement  clearly  reflects  the  day-to-day  frustration  of  Governors 
and  state  officials  like  myself  who  often  feel  that  state  agendas  have  become  the  victims  of 
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crisis-driven  efforts  and  the  sometimes  ill-fitting  federal  solutions.  The  science  of  risk 
assessment  may  never  be  perfect,  but  the  time  has  come  to  expand  the  consideration  of 
risks,  priorities,  costs,  and  benefits  in  environmental  decision  making. 
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Mr.  CONDIT.  Thank  you,  Mr.  Wood.  Mr.  Hirl. 

STATEMENT  OF  J.  ROGER  HIRL,  PRESffiENT,  OCCIDENTAL 
CHEMICAL  CORP^  ON  BEHALF  OF  THE  CHEMICAL  MANU- 
FACTURERS ASSOCIATION 

Mr.  HiRL.  Thank  you,  Mr.  Chairman.  I  come  here  as  president 
of  Occidental  Chemical  Corp.  but  also  representing  the  Chemical 
Manufacturers  Association.  The  Chemical  Manufacturers  Associa- 
tion represents  approximately  90  percent  of  the  productive  capacity 
of  our  industry,  some  180  companies  of  all  sizes. 

Unfortunately  and  frequently,  many  people  suspect  that  when  in- 
dustry— the  chemical  industry  in  particular — gets  on  a  soap  box 
and  calls  for  a  new  approach  to  regulating  threats  to  human  health 
and  the  environment,  we  are  secretly  urging  policymakers  to  go 
easy  on  us,  to  roll  back  environmental  regulation. 

Mr.  Chairman,  I  want  to  be  very  clear  about  one  thing.  We  fully 
support  the  objectives  of  our  Nation's  environmental  policies.  We 
simply  question  the  methods  used  to  achieve  those  objectives.  We 
would  like  to  see  a  system  of  regulation  that,  to  quote  from  Vice 
President  Gore's  Reinventing  Government  initiative,  "works  better 
and  costs  less." 

And  we're  not  alone.  President  Clinton  himself,  Administrator 
Browner,  Senators  Moynihan,  Baucus,  and  Johnston,  Representa- 
tives Brown  and  Moorhead,  and  environmental  leaders  like  Jona- 
than Lash,  Gus  Speth,  and  Russel  Train  all  say  that  the  old  com- 
mand and  control  system  of  regulations — a  system  that  has,  in  fact, 
accomplished  much,  a  great  deal  over  the  past  two  decades — ^has 
become  unreliable  and  ineffective. 

We  think  the  time  has  come  to  better  allocate  our  resources  to 
improve  human  health  and  the  environment  and  make  objective 
risk  considerations  a  key  part  of  the  policy  debate.  These  consider- 
ations would  make  a  good  idea — elevating  EPA — even  better. 

The  solution  to  better  public  policy,  we  believe,  lies  on  the  path 
of  continuous  improvement,  a  never-ending  pursuit  of  better  prod- 
ucts, better  processes  and  less  waste.  It  means  doing  quality  work 
the  first  time,  every  time. 

Commitment  to  continuous  improvement  has  revolutionized  busi- 
ness, Mr.  Chairman.  We  think  it  can  do  the  same  thing  for  public 
policy.  How?  We  suggest  four  criteria  when  formulating  these  poli- 
cies. 

First,  set  priorities  guided  by  risk  considerations.  We  should  aim 
to  allocate  our  Nation  s  resources  in  those  areas  when  we  can  get 
the  greatest  risk  reduction  for  the  resources  spent;  to  use  the  collo- 
quialism, the  biggest  environmental  bang  for  the  buck. 

And  those  risk  reduction  efforts  should  be  achieved  in  the  most 
cost-effective  manner.  That  doesn't  mean  accepting  lower  standards 
of  protection.  It  simply  means  encouraging  creative  and  innovative 
approaches. 

Again,  we're  not  alone  in  this  belief.  Let  me  give  you  an  example. 
CMA  recently  asked  nearly  325  thought-leaders  from  Federal, 
State,  and  local  government,  environment  groups  and  the  Nation's 
media  about  how  the  Superfund  program  could  be  improved.  By  an 
overwhelming  margin,  some  76  percent,  these  people  said  that  site 
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cleanups  should  be  performed  in  the  most  cost-effective  way,  pro- 
vided the  cleanup  fully  protects  the  community.  We  agree. 

Next,  methods  for  evaluating  risk  should  be  objective  and  based 
on  scientific  findings.  Risk  assessments  and  comparative  risk  as- 
sessments are  simply,  as  stated  many  times,  tools  that  can  help  us 
better  understand  a  particular  threat. 

The  more  objective  the  risk  assessment,  the  greater  our  under- 
standing, and  that  allows  for  a  more  informed  policy  response. 

Finally,  we  think  public  participation  is  central  to  the  whole 
process.  When  the  public  is  well  informed  and  fully  engaged,  the 
result  is  most  often  good  policy.  Frequently  it  is  said  the  public 
does  not  understand.  I  think  we  are  underestimating  the  public 
and  those  who  bring  elected  officials  to  office  in  their  ability  to  un- 
derstand these  situations. 

Mr.  Chairman,  we  can  reinvent  or  reengineer  our  Nation's  regu- 
latory system  to  make  it  work  better  and  cost  less.  We  think  the 
time  has  come  to  critically  reexamine,  not  the  objectives  of  public 
policy  but  the  means  for  achieving  those  objectives.  The  risk 
amendment  to  the  EPA  bill  is  a  very  important  step  in  that  direc- 
tion. Thank  you  very  much. 

[The  prepared  statement  of  Mr.  Hirl  follows:] 
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Executive  Suiranary 


The  Chemical  Manufacturers  Association  (CMA)  appreciates 
the  opportunity  to  have  J.  Roger  Hirl,  Chairman  of  CMA  and 
President  and  CEO  of  Occidental  Chemical  Corporation,  present 
this  testimony  on  the  risk  assessment  and  risk  management 
issues  being  considered  by  the  Subcommittee  on  Environment, 
Energy  and  Natural  Resources  and  the  Subcommittee  on 
Legislation  and  National  Security  of  the  House  Committee  on 
Government  Operations.   CMA  is  a  nonprofit  trade  association 
whose  member  companies  represent  more  than  90  percent  of  the 
productive  capacity  for  basic  industrial  chemicals  in  the 
United  States.   In  its  testimony  CMA  raises  four  issues: 

I.  The  Need  for  Risk-Based  Priority  Setting 

There  is  a  growing  realization  that  we  are  spending  more 
and  more  on  environmental  controls,  but  that  we  are  not 
spending  that  money  in  the  most  cost-effective  manner  to 
address  the  most  serious  problems.   As  Chief  Judge  Stephen 
Breyer  of  the  United  States  Court  of  Appeals  for  the  First 
Circuit  concluded  in  testimony  before  the  Senate  Energy  and 
Natural  Resources  Committee,  "our  regulatory  system  badly 
prioritizes  the  health  and  environmental  risks  we  face."   To 
better  allocate  our  limited  resources  we  need  to  implement  a 
risk-based  alternative,  with  strong  and  meaningful  public 
involvement,  for  steering  environmental  regulatory  priorities. 
We  would  even  go  further  and  urge  the  government  to  compare 
risks  in  a  way  that  transcends  the  jurisdiction  of  individual 
agencies,  so  that  we  can  engage  in  a  broader  and  better 
informed  debate  on  how  to  allocate  resources  most  effectively 
to  address  the  full  array  of  public  health,  safety,  and 
environmental  challenges  confronting  our  society. 

II.  The  Need  to  Improve  Risk  Assessment  Techniques  and  the 
Accuracy  and  Relevance  of  the  Resulting  Risk  Assessments. 

While  risk  assessment  techniques  have  improved  in  recent 
years,  CMA  believes  that  a  good  deal  more  can  be  done  to 
enhance  the  accuracy  and  credibility  of  the  outputs  of  the 
process,  particularly  if  the  role  of  risk  assessment  in 
regulatory  decisionmaking  is  to  be  expanded.   To  make  risk 
assessments  more  accurate,  reliable,  credible  and  relevant,  a 
number  of  activities  must  be  undertaken:   1)  Risk  assessment 
methodologies  and  inference  guidelines  must  be  reviewed  and 
revised  where  appropriate.   2)  Agencies  will  need  to  develop  a 
more  complete  and  current  database  of  relevant  scientific 
information  that  includes  all  relevant  data  and  that  readily 
incorporates  new  data.    3)  The  default  assumptions  and 
inferences  used  and  the  resulting  risk  characterizations  should 
include  an  evaluation  of  the  probability  that  the  estimated 
risk  value  approximates  the  true  value.   4)  Finally,  risk 
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characterizations  should  include  the  best,  most  plausible, 
scientifically-based  estimate  of  risk. 

III.  The  Need  to  Encourage  Flexible,  Cost-Ef f ective 
Approaches  to  Risk  Management. 

Once  the  nature  and  magnitude  of  risk  have  been 
identified,  risk  managers  must  consider  the  full  range  of 
options  for  reducing  or  eliminating  risks.   In  selecting  among 
those  options,  the  goal  should  be  to  achieve  the  greatest  risk 
reduction  benefits  in  the  most  cost-effective  manner.   The  most 
effective  means  of  achieving  that  goal  are  not  through 
prescriptive,  media-specific  regulation,  but  through  a 
flexible,  performance-based,  multi-media  approach.   One  example 
of  how  risk  management  policies  should  not  be  structured  is  the 
various  use  reduction  initiatives  that  have  been  advanced  at 
the  federal,  state,  and  local  levels.   These  initiatives  do  not 
take  into  account  the  benefits  of  the  chemicals,  the  relative 
risks  posed  by  substitutes,  if  any  exist,  and  alternative, 
less-costly  methods  of  attaining  risk  reduction.   In  short. 
Congress  should  encourage  performance-oriented  rules  that 
achieve  significant  cross-media  risk-reduction  benefits  as 
cost-effectively  as  possible. 

IV.  The  Need  to  Improve  Risk  Communication  and  Public 
Understanding  of  Risk  Assessments,  Relative  Risk  Comparisons, 
and  the  Costs  and  Benefits  of  Risk  Reduction  Actions 

One  of  the  main  reasons  why  our  environmental  protection 
expenditures  have  been  less  effective  than  they  might  have  been 
in  reducing  overall  risks  is  that  regulatory  priorities  have 
too  often  reflected  misguided  perceptions  of  risk. 
Policymakers,  risk  managers,  and  the  public  need  to  be  given 
better  information  and  a  better  framework  for  evaluating  and 
comparing  health,  safety,  and  environmental  risks. 
Specifically,  agencies  should:  1)  develop  public  risk 
communication  and  education  programs;  2)  transmit  all 
information  about  risk  assessments,  including  ranges  of 
plausible  estimates,  uncertainties  and  all  assumptions  and 
inferences  used;  3)  communicate  risk  to  the  public  in  the 
context  of  other  familiar  risks;  4)  inform  the  public  about 
costs  and  consequences  of  alternative  risk  management 
strategies;  and  5)  periodically  prepare  relative  risk 
analyses.   This  information  would  enable  a  more  informed 
Congressional  and  public  dialogue  about  how  our  risk  reduction 
resources  can  best  be  allocated. 

This  testimony  also  addresses  the  six  questions  posed  by 
the  Committee  to  J.  Roger  Hirl  in  an  Appendix. 
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statement  of  the 

Chemical  Manufacturers  Association 

on  the  Assessment  and  Management  of 

Health,  Safety,  and  Environmental  Risk 


Introduction 

On  behalf  of  the  Chemical  Manufacturers  Association 
("CMA"),  J.  Roger  Hirl,  President  and  CEO  of  Occidental  Chemical 
Corporation  and  Chairman  of  CMA,  is  pleased  to  present  this 
Statement  on  the  risk  assessment  and  risk  management  issues  being 
considered  by  the  Subcommittee  on  Environment,  Energy,  and  Natural 
Resources  and  the  Subcommittee  on  Legislation  and  National  Security 
of  the  House  Committee  on  Government  Operations.  In  addition  to 
this  statement,  we  have  provided  answers  to  the  six  questions  the 
Subcommittees  requested  that  we  address  in  an  appendix  to  this 
testimony. 

CMA  is  a  nonprofit  trade  association  whose  member 
companies  represent  more  than  90  percent  of  the  productive  capacity 
for  basic  industrial  chemicals  in  the  United  States.  The  chemical 
industry  now  provides  approximately  1.1  million  jobs  for  American 
workers,  an  overall  employment  level  that  has  remained  relatively 
constant  over  the  past  decade,  even  though  the  U.S.  chemical 
industry  has  changed  dramatically  to  enhance  productivity  and 
remain  competitive  in  domestic  and  world  markets.  Today,  the 
chemical  industry  is  the  leading  U.S.  exporter.   Chemical  exports 
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In  1992  totaled  $44  billion,  roughly  10  percent  of  all  U.S. 
merchandise  exports  in  1992,  and  produced  a  net  trade  surplus  of 
$16.8  billion. 

The  chemical  industry  wants  to  remain  a  productive  and 
competitive  sector  of  the  American  economy  that  can  continue  to 
(i)  produce  a  myriad  of  products  that  enhance  our  quality  of  life, 
(ii)  provide  good  manufacturing  jobs,  and  (ill)  contribute  to  the 
expansion  of  U.S.  merchandise  exports.  At  the  same  time,  our 
member  companies  are  committed  to  managing  chemicals  responsibly 
from  the  standpoint  of  health,  safety,  and  environmental 
protection.  To  that  end  member  companies  are  implementing  specific 
Codes  of  Management  Practices  under  CMA's  Responsible  Care* 
initiative.  As  discussed  below,  we  believe  that  well  designed 
approaches  to  risk  assessment,  complemented  by  flexible,  cost- 
effective  risk  management  practices,  have  a  crucial  role  to  play  in 
reconciling  what  are  sometimes  viewed  as  the  competing  demands  of 
productive,  job-creating  growth  and  responsible  environmental 
stewardship.  Accordingly,  CMA  strongly  advocates  the  adoption  of 
risk-based  and  cost-effective  health,  safety,  and  environmental 
protection  policies  from  the  local  to  the  international  level. 

In  the  balance  of  this  Statement,  we  want  to  address  four 
broad  issues:  (1)  The  need  to  use  appropriate  risk  assessment 
techniques  to  evaluate  and  set  priorities  for  addressing  health, 
safety,  and  environmental  risks;  (2)  The  need  to  improve  risk 
assessment  methodologies  and  the  accuracy  and  relevance  of  the 
resulting  risk  assessments;   (3)  The  need  to  encourage  flexible. 
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cost-effective  approaches  to  managing  risk  and  achieving  the  most 
substantial  risk  reduction  benefits  with  available  resources;  and 
(4)  The  need  to  Improve  risk  communication  and  public  understanding 
of  risk  assessments,  relative  risk  comparisons,  and  the  costs  and 
benefits  of  risk  reduction  actions. 

I.    The  Need  for  Risk-Based  Priority  Setting 

According  to  the  General  Accounting  Office,  as  of  1990, 
American  Industry  and  government  were  spending  about  $115  billion 
per  year  to  control  pollution  and  achieve  environmental  goals. -^ 
Those  expenditures  are  expected  to  Increase  to  more  than  $160 
billion  by  the  end  of  the  decade.-''  Some  estimates  are  even 
higher.-^  These  are  large  sums  by  any  measure;  they  must  be  spent 


wisely.  As  Senator  Baucus  recently  testified,  the  fact  Is:  "We  do 
not  have  unlimited  resources."-^  Indeed,  as  John  D.  Graham, 
Director  of  the  Harvard  Center  for  Risk  Analysis  notes. 


See  GAO  Report  to  Congress,  "Meeting  Public  Expectations 
with  Limited  Resources,"  p.  8  (June  1991). 

-''  See  Id. ;  GAO  Transition  Series,  "Environmental  Protection 
Issues,"  (December  1992)  (hereafter  "GAO  Transition  Report")  at  4. 

-'  See  Extension  of  Remarks  of  Honorable  Carlos  J.  Moorhead 

on  the  Floor  of  the  House  of  Representatives,  August  6,  1993 
(estimating  the  cost  of  environmental  compliance  to  exceed  $185 
billion  annually  by  the  year  2000). 

-  Testimony  of  Senator  Max  Baucus  to  the  Senate  Energy  and 

Natural  Resources  Committee,  November  9,  1993  (hereafter  "Baucus 
Testimony" )  at  2 . 
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"the  reality  of  scarcity  Is  more  apparent 
today  than  ever  before.  .  .  .  [T]he  scarce 
human  and  material  resources  devoted  to 
environmental  protection  are  resources  that  we 
cannot  use  to  combat  crime,  educate  our 
children,  reduce  poverty.  Improve  health  care, 
strengthen  our  national  defense,  and  meet  the 
basic  needs  of  citizens  and  their  families."-'' 


Clearly,  with  so  "many  problems  to  solve  and  [so]  many 
difficult  choices  to  make,"  our  environmental  policy,  as  Senator 
Baucus  and  others  correctly  observe,  "must  move  In  a  direction  that 
will  give  us  the  greatest  return  on  our  Investment."-'  What  this 
means.  Senator  Baucus  properly  concludes.  Is  that  "we  have  to  set 
priorities.  We  have  to  solve  our  most  significant  environmental 
problems  first."-'  Unfortunately,  we  have  not  been  very  successful 
In  allocating  our  health,  safety,  and  environmental  protection 
resources  most  effectively.  Instead,  as  a  careful  student  of  the 
subject.  Chief  Judge  Stephen  Breyer  of  the  United  States  Court  of 
Appeals  for  the  First  Circuit,  has  concluded,  "our  regulatory 


Testimony  of  John  D.  Graham,  Ph.D.  before  the  Senate 
Committee  on  Energy  and  Natural  Resources,  November  9,  1993,  at  2. 

See  Baucus  Testimony  at  2;  GAO  Report  to  Congress, 
"Meeting  Public  Expectations  with  Limited  Resources,"  June  1991,  at 
8  (our  environmental  expenditures  must  be  made  In  a  way  that 
"yleld[s]  maximum  returns  on  [the]  Investment"). 

Baucus  Testimony  at  2 .  See  also  Carnegie  Commission  on 
Science,  Technology,  and  Government,  Risk  and  the  Environment; 
Improving  Regulatory  Decision  Making  (June  1993)  (hereafter 
"Carnegie  Commission  Report")  at  118  ("The  economic  burden  of 
regulation  Is  so  great,  and  the  time  and  money  available  to  address 
the  many  genuine  environmental  and  health  threats  so  limited,  that 
hard  resource  allocation  choices  are  Imperative."). 
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system  badly  prioritizes  the  health  and  environmental  risks  we 


face."-' 


Judge  Breyer's  view  is  widely  shared.  Many  close 
observers  of  the  process  have  stressed  that  during  the  last  two 
decades,  "environmental  policy  has  too  often  evolved  largely  in 
reaction  to  popular  panics,  not  in  response  to  sound  scientific 
analyses  of  which  environmental  hazards  present  the  greatest 
risks."-''  The  result,  as  EPA's  Science  Advisory  Board  noted  in  a 
widely  quoted  study,  is  that  regulatory  attention  often  has  been 
focused  on  less  significant  environmental  risks  while,  overall,  our 
environmental  protection  efforts  "have  been  .  .  .  less  effective 
than  they  could  have  been."—'  In  particular,  as  a  blue  ribbon 
Carnegie  Commission  panel  recently  observed,  by  setting  priorities 
on  a  "chemical  of  the  month"  basis,  we  wind  up  overregulating  soae 
hazards,  underregulating  others,  and  reducing  agency 
credibility.—'^  This  clearly  is  not  a  sensible  way  to  proceed. 


Testimony  of  Stephen  Breyer  before  the  Senate  Committee 
on  Energy  and  Natural  Resources,  November  9,  1993,  at  2. 

Keith  Schneider,  "New  View  Calls  Environmental  Policy 
Misguided,"  New  York  Times,  March  21,  1993.  See  also  BNA  Dally 
Environment  Report,  May  25,  1993atE-l  (excerpting  the  Center  for 
Resource  Economics'  Annual  Review  of  EPA,  in  which  the  agency  la 
criticized  for  spending  the  bulk  of  its  budget  and  staff  resources 
on  pollutants  considered  to  be  relatively  low  risk  by  federal 
scientists) . 

10/ 

—  See  Reducing  Risk:  Setting  Priorities  and  Strategies  for 
Environmental  Protection  (September  1990). 

—  See  Carnegie  Commission  Report  at  73. 
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Instead,  we  must  strive  to  Implement  a  risk-based 
alternative  for  setting  environmental  regulatory  priorities.  As 
stated  In  the  GAO  Transition  Series  Report:  "Establishing 
priorities  among  programs  on  the  basis  of  the  risk  to  public  health 
and  the  environment  Is  one  of  the  keys  to  Improved  environmental 
management."—^  Senator  Baucus  made  the  point  succinctly  and 
forcefully  In  his  recent  testimony:  "We  need  to  .  .  .  weigh  the 
relative  risks  of  different  environmental  problems  and  target  our 
efforts  toward  the  areas  where  we  can  reduce  risk  the  most."— ^ 
Furthermore,  as  the  General  Accounting  Office  emphasizes.  In 
setting  risk-based  priorities,  we  must  emphasize  scientific 
judgment,  rather  than  being  "dominated  by  public  perceptions  of 
risk.-ii' 

This  Is  not  to  say  that  public  perceptions  of  risk  should 
be  Ignored  In  setting  the  regulatory  agenda.  To  the  contrary.  If 
the  public  Is  excluded  from  risk  assessment  and  priority-setting 
activities,  the  results  of  these  exercises  will  lack  the  broad- 
based  public  acceptance  that  Is  essential  for  effective  regulatory 
policy.  Again  to  quote  Senator  Baucus:  "We  must  also  keep  the 
public  Involved  —  we  can  only  address  priority  Issues  If  there  is 


—  GAO  Transition  Report  at  8. 

— '        See  Baucus  Testimony  at  3. 

— '        See  GAO  Transition  Report  at  8. 
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a  public  consensus  for  doing  so."— ^  To  achieve  that  public 
consensus,  as  the  Carnegie  Commission  points  out,  efforts  must  be 
made  to  incorporate  societal  values  Into  relative  risk  analyses.—'' 

For  these  reasons,  and  because  various  sectors  of  the 
public  have  important  contributions  to  make  to  risk  assessment 
databases  and  methodologies,  CMA  supports  public  input  to  the  risk 
assessment  and  priority-setting  process.  To  facilitate  Informed 
public  participation  in  the  process,  governmental  and  private 
sector  entities,  as  discussed  In  Part  IV  below,  should  promote 
education  about  risk  assessment  and  risk  management  Issues  and 
should  strive  to  ensure  that  the  risk  information  they  communicate 
to  the  general  public  Is  accurate,  understandable,  meaningful,  and 
placed  in  the  proper  context. 

Developing  a  scientifically-grounded  relative  ranking  of 
risks  that  the  public  can  understand  and  support  is  very  Important. 
But  it  is  not  enough.  The  relative  ranking  of  risks  must  be 
combined  with  an  evaluation  of  the  feasibility,  cost  effectiveness, 
and  other  Impacts  of  actions  that  might  be  taken  to  address  the 
different  risks.  In  a  word,  we  must  "compare  the  magnitude  of  the 
various  risks  faced  by  Society  and  then  go  after  those  that  present 
the  best  opportunity  for  achieving  a  reduction  in  risk  In  a  cost- 


—  Baucus  Testimony  at  4 . 

—  See  Carnegie  Commission  Report  at  75. 
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effective  way."-' 

In  recent  years,  there  has  been  a  widespread  recognition 
of  this  point.  Building  on  the  pioneering  work  of  EPA's  Science 
Advisory  Board,  others  have  been  quick  to  echo  the  theme  that  we 
must  target  our  environmental  management  efforts  on  the  basis  of 
scientifically  sound  evaluations  of  the  relative  risks  to  public 
health  and  the  environment  presented  by  different  substances  and 
activities.  As  noted  above,  the  General  Accounting  Office  has  also 
espoused  this  position  for  the  last  several  years.  Congress  has 
begun  to  appreciate  the  point  as  well  —  as  evidenced  In  a  variety 
of  legislative  proposals,  such  as  the  Environmental  Risk  Reduction 
Act  of  1993  (S.llO)  Introduced  by  Senator  Moynlhan,  and  Senator 
Johnston's  risk  analysis  amendment  to  the  EPA  Cabinet  elevation 
bill  (S.171).  The  VA,  HUD  and  Independent  Agencies  Subcommittee  of 
the  Senate  Appropriations  Committee  also  demonstrated  an 
appreciation  of  this  point  when  It  urged  EPA  to  "develop  a  risk- 
based  strategic  plan  which  targets  those  areas  which  have  the 
greatest  opportunities  for  major  reductions  In  risk."— 


—  Testimony  of  Dr.  Roger  0.  McClellan,  President  and  CEO  of 
the  Chemical  Industry  Institute  of  Toxicology  and  member  of  EPA's 
Science  Advisory  Board,  before  the  Subcommittee  on  Technology, 
Environment  and  Aviation  of  the  House  Committee  on  Science,  Space 
and  Technology,  May  4,  1993.  See  also  EPA  Science  Advisory  Board, 
"Reducing  Risk:  Setting  Priorities  and  Strategies  for  Environmental 
Protection,"  (September  1990)  at  6  ("EPA  should  target  its 
environmental  protection  efforts  on  the  basis  of  opportunities  for 
the  greatest  risk  reduction."). 

—  See  S.  Rep.  No.  137,  103d  Cong.,  1st  Sess.,  p.  101 
(September  9,  1993). 
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The  Importance  of  risk-based  priority-setting  has  been 
recognized  by  the  Executive  Branch  as  well.  Executive  Order  12866, 
Issued  by  President  Clinton  on  September  30,  1993,  directs  each 
Federal  agency.  In  setting  regulatory  priorities,  to  "consider,  to 
the  extent  reasonable,  the  degree  and  nature  of  the  risks  posed  by 

19/ 

various  substances  or  activities  within  its  jurisdiction."—  The 
Order  goes  on  to  require  each  agency  to  prepare  a  Regulatory  Plan 
of  significant  actions  it  expects  to  take  and,  for  each  such 
action,  to  show  "how  the  magnitude  of  the  risk  addressed  by  the 
action  relates  to  other  risks  within  the  jurisdiction  of  the 

,,20/ 

agency."— 

Overwhelmed  by  requirements  to  comply  with  a  host  of 
unfunded  and  inflexible  environmental  mandates  issuing  from 
Congress  and  Federal  agencies,  states  and  localities  also  have  come 
to  appreciate  the  importance  of  establishing  scientifically  sound, 
risk-based  priorities  for  addressing  health,  safety,  and 
environmental  concerns.  Warning  of  an  Impending  fiscal  crisis,  a 
bipartisan  group  of  Mayors  from  114  cities  and  towns  across  the 
country  have  urged  Congress  to  reject  the  view  that  "we  just  can't 


-'        Executive  Order  12866,  Section  1(b)(4),  58  Fed.  Reg. 
51735  (October  4,  1993)  . 

-'  See  Executive  Order  12866,  Section  4(c)(1)(D),  58  Fed. 

Reg.  51735  (October  4,  1993). 
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spend  too  much  on  the  environment."—^  Instead,  the  Mayors  stated. 
Congress  must  "assure  that  environmental  protection  Investments  are 
made  where  they  accomplish  the  greatest  good."— ^  To  provide  such 
assurance,  a  report  accompanying  the  Mayors'  letter  observed,  it  is 
essential  to  promote  policies  under  which  "risks  are  examined 
objectively"  In  setting  environmental  priorities.—' 

A  similar  concern  was  expressed  in  a  Resolution  on  Risk 
Assessment  adopted  by  the  National  League  of  Cities  in  December 
1992.  Complaining  about  the  Federal  government's  failure  to 
prioritize  the  nation's  environmental  objectives  and  goals,  the 
Resolution  calls  upon  Congress  and  the  Administration  to  "authorize 
and  fund  significant  efforts  to  assess  real  and  scientifically 
verifiable  risk  prior  to  requiring  any  action"  and  to  "develop 
guidelines  based  on  the  results  of  scientifically  verifiable  risk 
assessment  which  would  authorize  regional  authorities,  states  and 
local  governments  to  prioritize  the  implementation  of  national 
environmental  mandates  based  on  actual  regional,  state  and/or  local 
environmental  problems."—'   Representative  Carlos  Moorhead  echoed 


—  See  January  15,  1993  letter  to  members  of  Congress  trom 
Tom  Fink,  Mayor  of  Anchorage,  Alaska,  and  co-signed  by  113  other 
mayors . 

-'        See  id. 

— '  See  "Paying  for  Environmental  Mandates:  A  Looming  Crisis 
for  Cities  and  Counties,"  (September  1992)  at  10,  35. 

— '  Resolution  #93-14:  Risk  Assessment,  adopted  at  x.r%m 
National  League  of  Cities  Annual  Business  Meeting,  December  I . 
1992. 
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the  mayors'  concerns  in  his  floor  statement  introducing  the  Risk 
Communication  Act,  H.R.  2910.  Noting  the  immense  costs  of 
environmental  mandate  for  the  cities,  he  concluded:  "These  mandates 
drain  money  needed  for  education,  crime  prevention  and  local  health 
programs  and  often  restrict  the  opportunities  for  businesses  to 

compete  and  grow.  Municipalities  ...  are  will  to  ensure  that  their 

activities  are  environmentally  responsible  but  cannot  afford  to 

expend  great  sums  on  excessively  hypothetical  and  exaggerated 

risks.  "^' 

The  National  Governors  Association  ("NGA"),  too,  has 
expressed  dismay  over  the  proliferation  of  underfunded  and 
inflexible  environmental  regulations  that  often  "exceed  the 
financial  and  technical  capabilities  of  the  governing  agencies"  and 
"preclude  the  intelligent  application  of  resources  to  problems. "- 
In  a  major  policy  statement  on  the  issue,  the  NGA  urged  EPA  to: 

"set  risk-based  priorities  for  environmental 
protection.  EPA  should  target  its  efforts  to 
reducing  the  most  serious  remaining  risks  to 
the  environment  and  public  health.    Risk 


-'congressional  Record  (daily  ed.  Aug.  6,  1993) (Remarks  of  Rep. 
Carlos  J.  Moorhead) . 


—'  See  "Cumulative  Impact  of  Environmental  Regulations," 

Policy  Statement  adopted  by  the  National  Governors  Association  In 


February  1993. 
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identification  and  resulting  environmental 
regulation  should  be  the  product  of  scientific 
study."-' 

Many  states  and  localities  have  initiated  comparative 
risk  analysis  projects  of  their  own  in  an  effort  to  identify  and 
rank  the  various  environmental,  health,  and  safety  risks 
confronting  their  citizens.  The  Northeast  Center  for  Comparative 
Risk  ("NCCR")  at  Vermont  Law  School  and  its  Boulder,  Colorado 
partner,  the  Western  Center  for  Comparative  Risk,  were  established 
by  EPA  to  provide  technical  assistance  to  states,  cities,  tribal 
governments,  and  regional  bodies  that  are  interested  in  moving 
forward  with  these  projects.  As  the  NCCR's  Bulletin  indicates, 
there  is  a  great  deal  of  interest  in  comparative  risk  evaluations 
throughout  the  country.—' 

CMA  strongly  supports  these  initiatives  for  the  risk- 
based  setting  of  regulatory  priorities  by  governmental  agencies. 
We  agree  with  the  Carnegie  Commission  blue  ribbon  panel  that 
"relative  risk  analysis  [is]  .  .  .a  promising  tool  for  promoting 

29/ 

scientifically  sound  decision  making  about  priorities."—  We  also 
concur  in  the  panel's  view  that  EPA  and  other  agencies  having 
health,  safety,  or  environmental  responsibilities  (e.g. ,  OSHA,  FDA, 


2^'        Id. 

-'        See,  NCCR,  The  Comparative  Risk  Bulletin,  Vol.  3,  No.  9 
(September  1993) . 

— '        See  Carnegie  Commission  Report  at  81. 
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and  the  Consumer  Product  Safety  Conunisslon)  — 

•  should  conduct  and  periodically  update  relative 
risk  analyses  in  order  to  develop  what  the  panel 
refers  to  as  a  "broad-based  risk  inventory";  and 

•  based  on  the  results  of  those  analyses,  should 
"develop  strategies  to  address  risks  of  high 
priority."-' 

Indeed,  we  would  go  a  step  further,  by  urging  the  Federal 
government  to  compare  health,  safety,  and  environmental  risks  in  a 
way  that  transcends  the  jurisdiction  of  individual  agencies,  so 
that  we  can  engage  in  a  broader  and  better  informed  debate  on  how 
to  allocate  resources  most  effectively  to  address  the  full  array  of 
public  health,  safety,  and  environmental  challenges  confronting  our 
society.  While  environmental  degradation  and  occupational  health 
concerns  should  certainly  figure  prominently  in  such  a  debate, 
other  issues  --  including  violence,  highway  safety,  AIDS, 
inadequate  childhood  immunization  programs,  etc.  —  also  should 
receive  appropriate  consideration.  When  the  nature,  magnitude,  and 
ability  to  reduce  these  other  risks  are  taken  into  account,  we  may 
well  conclude  that  many  of  them  are  being  shortchanged  in  terms  of 
resource  allocation  when  compared  to  the  progammatic  pollution 
control  and  cleanup  issues  that  occupy  EPA's  attention.  It  is 
instructive  to  note,  for  example,  that  in  1992,  fully  40  percent  of 
fatal  occupational  injuries  were  due  to  transportation  accidents. 


30/ 

—        See  Carnegie  Commission  Report  at  75. 
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and  20  percent  were  due  to  assault  and  violent  acts.^ 

In  sum,  relative  risk  analysis,  as  John  D.  Graham, 
Director  of  the  Harvard  Center  for  Risk  Analysis  observes,  "is  a 
crucial  tool  for  environmental  policy  makers  that  fosters 
analytical  thinking  about  how  scarce  resources  and  public  attention 
should  be  allocated."—^  While  relative  risk  analysis  may  not  "by 
itself  resolve  regulatory  issues  ...  it  can  provide  a  framework 
upon  which  policy  may  be  better  formulated."—'  If  they  do  not 
take  advantage  of  this  "crucial  tool,"  our  elected  officials,  in 
the  words  of  the  Carnegie  Commission,  "cannot  be  expected  to  forge 
a  better  vision  of  how  to  reduce  the  risks  we  face."—'  For  this 
reason,  relative  risk  analysis  should  be  used  to  set  health, 
safety,  and  environmental  priorities  at  all  levels  of  government. 


Before  leaving  this  issue,  we  should  point  out  that  CMA 
member  companies  utilize  a  variety  of  risk  assessment  techniques  to 
help  set  their  own  priorities,  goals,  and  plans  for  responsible 
product  stewardship  and  environmental  protection.   For  example. 


— '  See  BNA  Occupational  Safety  and  Health  Reporter,  October 
6,  1993  at  506  (presenting  data  on  fatal  occupational  injuries 
compiled  by  the  Bureau  of  Labor  Statistics). 

— '  J.  Graham  &  M.  Sadowitz,  "Risk  Analysis  and  the  EPA 
Cabinet-Elevation  Bill,"  Risk  in  Perspective  (September  1993). 

— '        See  Carnegie  Commission  Report  at  81. 

-  See  id. 
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under  CMA's  Responsible  Care*  Pollution  Prevention  Code,  CMA  member 
companies  establish  priorities,  goals,  and  plans  for  waste  and 
release  reduction  based  In  part  on  an  assessment  of  relative  risk, 
and  In  part  on  overall  community  and  employee  concerns.  Similarly, 
CMA's  Responsible  Care*  Product  Stewardship  Code  requires  member 
companies  to  characterize  new  and  existing  products  with  respect  to 
their  risk,  taking  Into  account  Information  about  potential  hazards 
and  reasonably  foreseeable  exposures.  Based  upon  such  an  analysis, 
Occidental  Chemical  Company  has  proposed  a  system  for  ranking 
product  risk  which  Includes  heavy  consideration  of  exposure.  Once 
physical  and  health  hazards  of  chemicals  have  been  characterized, 
an  estimation  of  exposure  Is  used  to  describe  risk.  This  helps  to 
put  the  magnitude  of  the  risk  In  perspective  by  describing  product 
use  In  the  chain  of  commerce.  Sales  volume  and  custoaer 
applications  weigh  Into  this  formula  so  that  priorities  can  be  set 
and  specific  actions  can  be  taken. 

Following  the  type  of  risk  analysis  required  by  the 
Product  Stewardship  Code  Including  a  risk  assessment,  the  Dow 
Chemical  Company  also  decided  to  forego  development  of  a  potential 
new  product  based  on  Its  Intended  use  and  possible  disposal  into 
publicly  owned  treatment  works.  Risk  assessments  and  relative  risk 
analyses  thus  have  an  Important  role  to  play  In  the  private  sector, 
as  well  as  at  the  governmental  level. 


II.   The  Need  To  Improve  Risk  Assessment  Techniques  and  the 

Accuracy  and  Relevance  of  the  Resulting  Risk  Assessments 
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As  part  of  our  support  for  risk-based  approaches  to 
priority  setting  and  environmental  management,  CMA  urges  that 
continued  efforts  be  made  to  improve  risk  assessment  techniques  in 
order  to  ensure  that  the  risk  assessments  relied  on  by  risk 
managers  in  the  public  and  private  sectors  are  as  accurate, 
objective,  and  relevant  as  possible.  While  risk  assessment 
techniques  have  improved  in  recent  years,  a  good  deal  more  can  be 
done  to  enhance  the  accuracy  and  credibility  of  the  outputs  of  the 
process,—^  particularly  if  the  role  of  risk  assessment  in 
regulatory  decisionmaking  is  to  be  expanded,  as  we  believe  it 
should  be.  EPA  appears  to  recognize  this  point.  Thus,  Deputy 
Administrator  Robert  Sussman  recently  told  the  Executive  Committee 
of  EPA's  Science  Advisory  Board  that  the  agency  needs  state-of-the- 
art  risk  assessment,  so  that  it  will  be  less  subject  to  challenge 
for  having  overstated  or  understated  risk.—' 

In  order  to  make  risk  assessments  more  accurate, 
reliable,  credible,  and  relevant,  a  number  of  activities  must  be 
undertaken.  For  one  thing,  risk  assessment  methodologies  and 
inference  guidelines  must  be  reviewed  and  revised  where 
appropriate.  A  good  deal  of  work  already  is  underway  in  this  area 
—  partly  as  a  result  of  the  Clean  Air  Act  Amendments  of  1990, 
which  created  a  Risk  Assessment  and  Management  Commission  and 


— '        Cf .  Carnegie  Commission  Report  at  81. 

— '        See  BNA  Daily  Environment  Report,  October  28,  1993,  at  A- 
5. 
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directed  the  National  Academy  of  Sciences  to  prepare  a  report  on 
the  risk  assessment  methodology  used  by  EPA  which  was  release  on 
January  19th  of  this  year,  and  partly  as  a  result  of  agency 
reconsideration  and  updating  of  various  risk  assessment  guidelines. 

In  addition  to  improving  risk  assessment  methodologies 

and  guidelines.  Federal  agencies,  with  the  assistance  of  the 

private  sector  and  academia,  will  have  to  develop  a  more  complete 

and  current  database  of  relevant  scientific  information.—^   In 

developing  this  database,  agencies  should  not  take  the  narrow  view 

that  only  positive  findings  (findings  that  show  an  association 

between  exposure  and  adverse  effects)  merit  consideration  for 

purposes  of  assessing  risks.  As  the  Carnegie  Commission  correctly 

points  out: 

"Negative  findings  (that  is,  findings  that 
show  no  association  between  observed 
variables)  would  be  equal  candidates  for 
inclusion  [in  a  risk  data  inventory]  along 
with  positive  findings.  Journals  -  and 
investigators  -  sometimes  reject  negative 
findings  as  uninteresting.  As  a  result, 
reliable  evidence  that  suggests  that  a 
substance  does  not  cause  a  hazard  often  may  be 
unpublished  and  otherwise  unavailable."—^ 

Such  "valuable  but  underutilized  information"—'  should  be  taken 
into  account  as  part  of  the  risk  assessment  process  and,  as 


—  See  Carnegie  Commission  Report  at  81. 

38/ 

—  Carnegie  Commission  Report  at  85. 
^'  Id. 
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provided  In  H.R.2910,  the  Risk  Conununlcatlon  Act  of  1993,  should  be 
discussed  In  the  agency's  risk  assessment  presentation. 

While  creating  a  more  reliable  and  complete  database  for 
risk  assessment  Is  Important,  the  effort  Involved  will  be  In  vain, 
unless  the  updated  data  and  new  scientific  understandings  of 
mechanisms  of  toxicity  are  Incorporated  Into  the  risk  assessment 
process  In  a  timely  manner.  This  point  might  seem  obvious.  Yet, 
as  Lynn  Goldman,  EPA  Assistant  Administrator  for  Prevention, 
Pesticides  and  Toxic  Substances,  recently  observed:  "Hurdles  for 
Incorporating  more  science  [Into  risk  assessment  practices]  have 
become  absurd."—^   This  situation  cannot  be  allowed  to  continue. 


The  science  of  health  hazard  and  ecological  Impact 
evaluation  Is  constantly  changing;  new  data  are  constantly  being 
developed;  and  risk  assessment  techniques  and  methodologies  are 
constantly  being  refined  and  Improved.  Risk  assessments  must  keep 
pace  with  and  reflect  newly  developed  data  and  new  understandings 
In  the  relevant  scientific  disciplines.  A  system  that  does  not 
allow  this  to  occur   "ossifies   science  and  embarrasses   the 

..41/ 

agency."— 

Accordingly,   EPA  and  other  Federal  agencies  should 


-  See  BNA  Dally  Environment  Report,  October  28,  1993  at  A- 

5. 

-'        See  Id. 
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establish  a  mechanism  by  which  new  scientific  knowledge  can  be 
Incorporated  in  a  timely  manner  Into  risk  assessment  guidelines  and 
used  In  risk  assessments  (and  related  regulatory  determinations) 
for  Individual  chemicals.  At  the  same  time,  agencies  must  assure 
that  their  procedures  allow  an  adequate  opportunity  for  public 
comment  on  (and,  where  appropriate.  Independent  peer  review  of)  new 
scientific  data  on  which  the  agency  Intends  to  rely  In  making  risk- 
related  determinations.  The  establishment  of  EPA's  "IRIS" 
database,  which  was  put  together  largely  as  an  Internal  agency 
exercise  from  which  the  public  was  effectively  excluded,  is  an 
example  of  what  we  believe  is  the  wrong  way  to  develop  risk-related 
health  and  environmental  information. 

While  incorporating  new  scientific  data  into  risk 
assessments  is  important,  it  is  not  the  complete  answer  to  the 
problems  that  have  characterized  many  agency  risk  assessments  in 
the  past.  In  order  to  increase  the  accuracy,  credibility,  and 
relevance  of  risk  assessments,  the  default  assumptions, 
methodologies,  and  inference  guidelines  that  are  used  to  deal  with 
uncertainty  must  reflect  reality  and  the  resulting  risk 
characterizations  should  include  an  evaluation  of  the  probability 
that  the  estimated  risk  value  approximates  true  values.  All  too 
often,  agencies  have  employed  a  series  of  worst-case  default 
assumptions  and  upper-bound  probability  limits  which,  when  linked 
together  and  compounded,  produce  wildly  exaggerated  and  wholly 
unrealistic  estimates  of  risk.   Particularly  when  the  agency  has 
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not  dealt  forthrlghtly  and  openly  with  the  uncertainties  underlying 
Its  estimates,  the  resulting  risk  assessment  can  result  in  a 
serious  mlsallocatlon  of  health,  safety,  and  environmental 
protection  resources . 

When  a  value  or  parameter  relevant  to  an  estimate  of  risk 
Is  unknown,  agencies  should  employ  uncertainty  analysis  techniques 
to  Identify  the  distribution  of  possible  risk  values  and  should 
report  the  range  of  these  values,  along  with  their  probability  of 
occurrence,  to  the  public.  As  the  Carnegie  Commission  emphasizes: 
"Single-value  risk  estimates  ...  do  not  provide  an  Indication  of 
the  degree  of  uncertainty  associated  with  the  estimate  .  .  .  [and] 
do  not  convey  the  conservative  nature  of  some  risk  estimates."-' 
By  the  same  token,  the  assumptions,  judgments.  Inferences,  and 
models  used  by  the  agency  should  be  clearly  explained  and  justified 
In  the  risk  assessment,  and  their  Impact  on  the  estimated  nak 
values  should  be  fully  characterized.—^ 

Finally,  In  setting  priorities  and  making  regulatory 
decisions,  agencies  should  emphasize  the  best  scientifically  and 
empirically-based  estimates  of  risk.  While  a  range  of  plausible 
estimates  reflecting  scientific  uncertainty  and  limitations  in  the 
data  should  be  discussed  in  the  risk  assessment,  the   "beet 


— ^        Carnegie  Commission  Report  at  87. 

-  Cf.  H.R.  2910,  the  Risk  Communication  Act  of  lf$), 

section  4(b)(3) . 
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estimate"  of  risk.  I.e. ,  the  most  plausible  estimate  given 
currently  available  Information  and  scientific  understanding, 
should  be  Identified  clearly  for  risk  managers.—^  This  "best 
estimate"  of  risk  also  should  be  communicated  clearly  to  the 
general  public  In  order  to  avoid  the  confusion,  mlsperceptlon,  and 
undue  alarm  that  Is  created  when  agencies  emphasize  unrealistic 
worst-case  estimates  of  risk. 

III.   The  Need  To  Encourage  Flexible,  Cost-Ef fectlve  Approaches 
to  Risk  Management. 

CMA  believes  In  practical,  effective,  risk-based 
approaches  to  environmental  management  —  approaches  that  reflect 
sound  science,  that  consider  social  and  economic  Impacts,  and  that 
achieve  significant  risk  reduction  benefits  In  a  cost-effective 
manner.  A  sound  environmental  management  strategy  must  begin  by 
considering  the  nature  and  magnitude  of  the  risks  to  public  health 
and  the  environment  that  are  presented  by  particular  substances  and 
activities.  This  type  of  evaluation  can  be  performed  as  part  of 
the  relative  risk  analysis  that  we  believe  should  be  used  to  set 
regulatory  priorities. 

,  Once  the  nature  and  magnitude  of  an  environmental  risk 
has  been  identified  as  part  of  the  risk  assessment  process,  the 
full  range  of  options  for  reducing  or  eliminating  the  risk  should 


-        Cf.  H.R.  2910,  the  Risk  Communication  Act  of  1993, 
sections  5(1)  &  7(3). 
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be  considered.   Ideally,  these  options  would  Include: 

•  pollution  and  exposure  prevention  strategies  — 
broadly  conceived  to  Include  source  reduction, 
recycling/reuse,  responsible  management  practices 
designed  to  minimize  environmental  releases,  and 
enhanced  control  and  treatment  techniques; 

•  labeling  and  release  reporting  requirements  for 
toxic  chemicals;  and 

•  in  appropriate  cases,  programs  designed  to  phase 
out  particular  applications  or  uses  of  a  toxic 
chemical. 

In  selecting  among  these  options,  the  goal  should  be  to 
achieve  significant  risk  reduction  benefits  in  the  most  cost- 
effective  manner,  without  causing  disproportionate  social  and 
economic  impacts.  Unfortunately,  with  their  emphasis  on  highly 
prescriptive  media-specific  regulation,  the  existing  environmental 
protection  laws  frequently  place  obstacles  in  the  way  of  such 
flexible,  cost-effective  regulation. 

This  point  is  well  illustrated  by  the  ambitious  joint 
pollution  prevention  study  recently  conducted  by  EPA  and  the  Amoco 
Corporation  at  Amoco 's  Yorktown,  Virginia  refinery.  A  key  finding 
of  the  study  was  that  if  the  company  had  been  free  to  pursue  a 
flexible,  performance-oriented  approach  to  pollution  prevention,  90 
percent  of  the  emissions  reductions  required  under  applicable 
regulations  could  have  been  achieved  for  20-25  percent  of  the  cost 
of  meeting  the  specific  requirements  of  the  regulations.  In 
particular,   had  a  performance-oriented  approach  to  emissions 
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reduction  been  followed,  releases  at  the  refinery  could  have  been 
reduced  at  an  average  cost  of  $510  per  ton,  as  opposed  to  the 
$2,400  per  ton  average  cost  of  achieving  reductions  under  EPA's 
prescriptive  command  and  control  regulations. 

Union  Carbide  Corporation  is  also  experiencing 
frustration  over  the  inflexibility  and  single-media  orientation  of 
most  of  our  environmental  laws.  Because  of  requirements  to  meet 
inflexible  effluent  discharge  limitations.  Union  Carbide  may  be 
forced  to  employ  "end-of-pipe"  technology  at  its  Taft,  Louisiana 
plant,  rather  than  implement  alternative  source  reduction  projects 
(at  a  somewhat  higher  initial  investment)  that  would  achieve  a 
greater  overall  reduction  in  waste  generation  and  pollutant 
releases  to  all  media,  while  enabling  the  company  to  recover 
valuable  product. 

These  examples  could  be  duplicated  in  a  variety  of 
different  settings,—''  but  there  is  no  need  to  prolong  the 
discussion  unduly.  The  point  is  simple:  Soundly  conceived 
environmental  management  policies,  as  President  Clinton's  Executive 
Order  on  Regulatory  Review  appears  to  recognize,  must  be  flexible. 


— '  Perhaps  most  familiar  is  the  case  in  which  a  facility 
declines  to  process  hazardous  wastes  that  are  amenable  to  treatment 
at  the  facility  out  of  concern  that  the  entire  facility  and  all 
residues  of  the  process  would  become  subject  to  burdensome  and 
costly  regulation  under  Subtitle  C  of  the  Resource  Conservation  and 
Recovery  Act. 
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cost-effective,  and  performance-oriented.—'  Furthermore,  they 
must  reflect  "a  more  integrated  approach  to  solving  our 
environmental  problems,"—'  and  they  must  be  designed  to  achieve 
substantial  risk  reduction  benefits  that  justify  the  costs  of  the 
regulatory  action.  As  the  President  recently  stated  in  Executive 
Order  12866: 


"In  deciding  whether  and  how  to  regulate, 
agencies  should  assess  all  costs  and  benefits 
of  available  regulatory  alternatives, 
including  the  alternative  of  not  regulating. 


[T]o  the  extent  permitted  by  law 
[agencies   should]   propose   or   adopt   a 
regulation  only  upon  a  reasoned  determination 
that  the  benefits  of  the  intended  regulation 
justify  its  costs"-' 

Having  stated  how  sound  risk  management  policies  should 
be  structured,  we  wish  to  pause  for  a  moment  to  indicate  how  they 
should  not  be  structured.  Specifically,  we  are  referring  to  the 
various  chemical  use  reduction  initiatives  that  have  been  advanced 
at  the  state.  Federal,  and  even  the  international  level.  While 
they  vary  among  themselves,  all  of  these  initiatives  are  animated 
by  the  implicit  or  explicit  belief  that  the  production  and/or  use 


-'        See  Executive  Order  12866,  Sections  1(b)(5),  1(b)(8),  58 
Fed.  Reg.  51735  (October  4,  1993). 

47/ 


See  Baucus  Testimony  at  4 . 

Executive  Order  12 
Reg.  51735  (October  4,  1993) 


-'        Executive  Order  12866,  Sections  1(a),  1(b)(6),  58  Fed. 
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of  chemicals  deemed  "toxic"  Is  Inherently  and  unavoidably  unsafe 
and  should  be  banned  or,  at  the  very  least,  phased  out  as  soon  as 
possible.  With  this  as  their  underlying  philosophy,  use  reduction 
initiatives  call  for  the  creation  of  regulatory  mechanisms  that 
focus  on  eliminating  the  production  and/or  use  of  a  designated  list 
of  chemicals,  rather  than  on  eliminating  or  controlling  their 
release  to  the  environment  or  their  generation  as  hazardous  waste. 

In  our  view,  these  kinds  of  policies  are  short-sighted 
and  counterproductive.  In  contrast  to  risk-based  approaches,  they 
proceed  from  the  mistaken  premise  that  the  use  of  chemicals  is 
necessarily  undesirable  and  should  be  avoided.  In  fact,  as  John 
Graheun  and  George  Gray  of  the  Harvard  Center  for  Risk  Analysis 
point  out,  it  is  not  "clear  that  we  should  always  promote  less  use 
of  'toxic'  chemicals,"  since  they  often  provide  significant  public 
benefits  and  can  be  used  and  managed  in  ways  that  "pose  little  or 

49/ 

no  threat  to  human  health  or  the  environment."— 

The  more  productive  way  to  protect  public  health  and  the 
environment  begins  with  objective,  scientifically-based  risk 
assessments.  Then  proceeds  to  consider  the  full  range  of  risk 
management  options  and  to  identify  and  implement  the  alternative 
that  will  achieve  the  most  substantial  risk  reduction  benefits  in 
a  flexible,  cost-effective  manner,  without  imposing  social  or 


— '        See  J.   Graham  k     G.   Gray,   "Optimal  Use  of   'Tone 
Chemicals,'"  Risk  in  Perspective,  Vol.  1,  Number  2  (May  199  3) 
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economic  costs  that  are  disproportionate  to  the  anticipated 
reduction  In  risk.  The  goal  of  such  an  approach  Is  to  reduce  risk 
through  actions  designed  to  limit  potential  human  and  ecological 
exposures. 

In  pursuing  this  goal,  there  may  be  Instances  In  which 
the  imposition  of  mandatory  restrictions  on  the  production  or  use 
of  a  particular  chemical  will  be  appropriate.  However,  production 
and  use  restrictions  should  not  be  viewed  as  the  presumptive  risk 
management  option  of  choice.  Moreover,  proposals  for  such  action 
should  be  evaluated  in  a  balanced  framework  under  which  all 
relevant  factors  (Including  the  efficacy,  costs  and  risks  of 
substitutes,  and  the  economic,  social  and  competitive  consequences 
of  imposing  the  restriction)  receive  due  consideration.  The 
imposition  of  a  use  restriction  would  be  appropriate  only  when  a 
balanced  evaluation  of  these  factors  leads  to  the  conclusion  that 
the  risk  associated  with  a  specific  use  of  a  specific  chemical 
would  be  unreasonable  even  after  other  risk  management  options  were 
Implemented.  And  such  a  conclusion  should  be  reached  only  after 
members  of  the  public  have  been  fully  apprised  of  the  consequences 
of  the  use  restriction  and  have  had  an  opportunity  to  express  their 
views  on  the  risk  management  Issues  Involved  in  the  decision. 

We  believe  that  when  risk  management  options  are 
evaluated  in  a  logical,  step-wise  manner  under  this  type  of 
balanced  framework,  prudent  and  feasible  pollution  and  exposure 
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prevention  programs  will  most  often  be  selected  as  the  preferred 
alternatives.  This  Is  the  type  of  risk-based  environmental 
management  that  Congress  should  encourage,  by  authorizing  agencies 
to  adopt  flexible,  performance-oriented  rules  that  achieve 
significant  cross-media  risk-reduction  benefits  as  cost-effectively 
as  possible. 

IV.   The  Need  To  Improve  Risk  Conununlcatlon  and  Public 
Understanding  of  Risk  Assessments,  Relative  Risk 
Comparisons,  and  the  Costs  and  Benefits  of  Risk 
Reduction  Actions. 

Implementation  of  the  risk-based  approaches  to 
environmental  management  discussed  above  will  not  be  possible 
unless  governmental  entitles  and  the  private  sector  make  a  more 
concerted  effort  to  Improve  the  communication  and  public 
understanding  of  infoirmatlon  relating  to  health,  safety,  and 
environmental  risk.  As  noted  above,  one  of  the  main  reasons  why 
our  environmental  protection  expenditures  have  been  less  effective 
than  they  might  have  been  In  reducing  overall  risks  Is  that 
regulatory  priorities  have  too  often  reflected  misguided 
perceptions  of  risk.  In  order  for  EPA  and  other  Federal  agencies 
to  Implement  a  more  rational  risk-based  approach  to  regulation,  the 
general  public  and  members  of  Congress  must  be  better  Informed 
about  the  nature  of  environmental  risks  and  about  the  risk 
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assessment  process  Itself.—^  After  all,  as  M.  Granger  Morgan  of 
Carnegie  Mellon  University  points  out:  "In  a  democratic  society, 
there  is  no  acceptable  way  to  make  .  .  .  [risk  management]  choices 
without  involving  the  citizens  who  will  be  affected  by  them."—' 
Accordingly,  if  we  "want  better,  more  reasoned  social  decisions 
about  risk  .  .  .  [we]  need  to  take  steps  to  enhance  public 
understanding. "— ' 

As  part  of  the  effort  to  achieve  enhanced  public 
understanding  of  risk,  policymakers  and  affected  sectors  of  the 
public  should  be  given  a  better  framework  for  evaluating  and 
comparing  health,  safety,  and  environmental  risks.  They  also 
should  be  provided  with  the  information  that  will  allow  them  to 
understand  and  evaluate  the  costs,  benefits,  and  tradeoffs  involved 
in  implementing  potential  risk-reduction  actions. 

To  accomplish  these  objectives,  a  number  of  steps  must  be 
taken. 

First,  agencies  like  EPA  should  develop  public  risk 
communication  and  education  programs  designed  to  promote  an 


so/ 

—  See  GAO  Transition  Report  at  9  (observing  that  because 

"public  opinion  contributes  heavily  to  the  Congress's  agenda,  .  .  . 
the  public  must  also  be  kept  better  informed  about  environmental 
risks") . 

—  M.G.  Morgan,  "Risk  Analysis  and  Management,"  Scientific 
American,  July  1993,  p.  32. 

-'        See  id.  at  41, 
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informed  and  credible  public  dialogue  on  health,  safety,  and 
environmental  risks  and  on  the  costs  and  benefits  of  options  to 
reduce  those  risks.  As  part  of  these  programs,  agencies  could 
prepare  written  and  audio-visual  materials  that  would  be  made 
available  to  the  public  --  both  indirectly,  through  the  media,  and 
directly  through  state  and  local  governments,  educational 
institutions,  labor  unions,  and  other  businesses  and  non>- 
governmental  organizations.  Moreover,  EPA  should  ensure  that  its 
publicly  available  databases,  like  the  Toxics  Release  Inventory 
computer  files  and  National  Report,  contain  risk-related 
educational  information. 

Second,  as  noted  in  Part  II  of  this  Statement,  agencies 
should  be  open  and  honest  in  communicating  the  results  of  their 
risk  assessments.   This  implies  a  number  of  things: 

•  Agencies  should  not  provide  only  single-value 
estimates  of  risk  that  reflect  worst-case  or  upper- 
bound  default  assumptions,  models,  and  inferences. 
Instead,  a  range  of  plausible  estimates  should  be 
provided,  along  with  their  respective  probabilities 
of  occurrence,  and  the  best  scientifically  and 
empirically-based  estimate  of  risk  should  be 
identified. 


Agencies  should  identify  and  explain  the 
significance  of  limitations  and  uncertainties  in 
the  data  and  in  the  scientific  understanding  of  the 
relevant  toxic  mechanisms,  dose-response 
relationships,  exposure  scenarios,  etc. 


To  the  maximum  extent  possible,  agencies  should 
keep  their  policymaking- judgmental  role  separate 
from  their  function  as  scientifically  objective 
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risk  assessors.  To  help  accomplish  this,  any 
policy  or  value  judgments  and  all  significant 
default  assumptions  and  Inferences  used  by  the 
agency  In  performing  a  risk  assessment  should  be 
clearly  explained  and  justified,  and  their  Impact 
on  the  estimated  risk  values  should  be  properly 
characterl zed . 


Third,  agencies  should  communicate  risk  information  in  a 
manner  that  is  understandable  to  affected  employees  or  members  of 
the  general  public  and  that  provides  a  context  for  making  relative 
risk  evaluations.  As  part  of  this  effort,  agencies  should  compare 
the  risks  being  addressed  in  the  risk  assessment  to  other  risks 
that  are  familiar  to,  and  regularly  encountered  by,  members  of  the 
general  public— 

Fourth,  agencies  should  inform  the  public  of  the 
reasonably  estimated  costs  and  other  adverse  consequences  of 
alternative  risk  management  options  that  might  be  employed  to 
reduce  the  risks  that  have  been  identified  in  the  assessment. 

Fifth,  as  noted  in  Part  I  of  this  Statement,  agencies 
should  periodically  prepare  relative  risk  analyses,  including 
rankings  of  the  areas  in  which  the  most  substantial  risk  reduction 
benefits  can  be  achieved  most  readily  and  at  lowest  cost.  The 
Executive  Office  of  the  President  should  combine  these  agency - 
specific  evaluations  into  a  government-wide  relative  risk  analysis 
that  could  be  used  to  identify  risk  reduction  opportunities  snd 


-'        See  H.R.2910,  the  Risk  Communication  Act  of  1993,  section 
5(3),  and  S.  171,  Title  I,  Section  123. 
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priorities  across  the  entire  universe  of  health,  safety,  and 
environmental  concerns.  These  analyses  could  serve  as  the  basis 
for  an  informed  congressional  and  public  dialogue  on  how  our  risk 
reduction  resources  can  be  allocated  most  productively  and 
effectively  to  the  myriad  of  problems  we  confront  in  these  areas. 

While  Federal  agencies  will  have  to  take  the  lead  in 
engaging  Congress  and  the  general  public  in  a  dialogue  about 
environmental  risk,  the  private  sector  has  an  important  role  to 
play  in  this  area  as  well.  CMA  member  companies  recognize  their 
responsibility  to  participate  in  risk  communication  and  education 
activities  with  their  employees,  their  customers,  and  residents  of 
the  communities  in  which  their  facilities  are  located.  Toward  that 
end,  one  of  the  fundamental  goals  of  CMA's  Responsible  Care* 
initiative  is  achieving  effective  communication  with  the  public, 
particularly  in  communities  around  chemical  production  facilities. 
Specifically,  the  Responsible  Care*  Codes  require  CMA  members, 
consistent  with  reasonable  protection  of  confidential  business 
Information,  provide  to  employees,  customers,  and  the  general 
public  information  about  potential  risks  associated  with  exposures 
to  chemicals  and  chemical  products  that  are  (i)  manufactured  or 
used  at  their  facilities,  (ii)  generated  as  waste  at  their 
facilities,  or  (iii)  released  from  their  facilities  to  the 
environment. 

An  example  of  our  members'  efforts  to  establish  a 


156 


-  32  - 

dialogue  with  plant  conununlty  residents  Is  seen  In  the  over  215 

Conununlty  Advisory  Panels  that  have  been  formed  throughout  the 

country.   These  panels  provide  facility  managers  and  the  public 

with  an  Ideal  forum  for  sharing  Information  and  learning  about 

their  respective  needs,   CMA  members  have  also  been  very  actively 

Involved  In  Local  Emergency  Planning  Committees  which  further 

facilitate  dialogue  with  the  public. 

At  the  same  time,  CMA  recognizes  that  risk  communication 
Is  a  two-way  street.  Accordingly,  we  support  efforts  to  gain 
greater  Insight  Into  the  basis  of  public  concerns  about  chemicals 
and  the  chemical  Industry  and  to  respond  to  those  concerns .  Toward 
that  end.  Individual  CMA  member  companies  engage  In  outreach 
programs  to  educate  local  officials  and  citizens  about  their 
operations  and  emergency  response  procedures  and  to  Identify 
community  concerns.  Once  Identified,  these  concerns  become  the 
subject  of  a  continuing  dialogue  with  the  community,  and  they  are 
taken  Into  account  when  CMA  member  companies  set  priorities  and 
make  decisions  regarding  the  pollution  prevention  and  other  risk 
reduction  actions  that  will  be  Implemented  at  their  facilities. 


Conclusion 
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In  closing,  we  want  to  reiterate  our  belief  that 
scientifically  grounded  risk-based  priority  setting,  combined  with 
a  flexible,  performance-oriented  approach  to  risk  management.  Is 
the  key  to  addressing  health,  safety,  and  environmental  concerns  In 
the  most  cost-effective  and  productive  manner.  Successful 
Implementation  of  this  approach  requires  continued  efforts  to 
Improve  and  update  risk  assessment  methodologies  and  databases,  so 
that  risk  assessments  will  be  more  accurate  and  more  relevant  than 
the  unrealistic  worst-case  estimates  that  too  often  have  been 
relied  on  for  regulatory  purposes  In  the  past. 

At  the  seune  time,  we  must  seek  to  ensure  knowledgeable 
public  participation  In  the  risk  assessment  and  risk  management 
process.  Toward  that  end,  risk  communication  and  education  efforts 
must  be  Improved,  so  that  the  public  will  better  understand  the 
meaning  and  limitations  of  particular  risk  assessments  and  will  be 
able  to  compare  relative  risks  and  risk-reduction  opportunities  In 
a  more  Informed  and  rational  manner. 

CMA  Intends  to  do  Its  part  to  help  ensure  that  the 
health,  safety,  and  environmental  objectives  we  all  share  are 
achieved  as  efficiently  and  effectively  as  possible,  so  that  we  can 
maximize  overall  risk  reduction  benefits  while  preserving  the 
availability  of  products  that  enhance  our  quality  of  life,  and  the 
competitiveness  and  job-creating  potential  of  our  manufacturing 
Industries.    By  encouraging  risk-based  priority  setting  and 
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flexible,  cost-effective  environmental  management.  Congress  can 
make  an  enormous  contribution  to  the  achievement  of  this  goal. 
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APPENDIX 


Following  are  responses  to  the  questions  that  Mr.  Hirl  was  asked 
to  address  in  his  formal  written  testimony  on  behalf  of  the  Chemical 
Manufacturers  Association. 

1.   Should  Congress  mandate  that  Federal  agencies,  particularly  EPA, 
reform  their  current  risk  assessment  and  risk  management  techniques  and 
procedures,  or  are  existing  methods,  including  those  contained  in 
Executive  Order  12866,  adequate  to  insure  reasoned  decision-making? 

Legislation  is  needed  to  ensure  that  resources — both  private  and 
public--are  allocated  most  effectively  to  improve  the  environment, 
health,  and  safety. 

The  Improvements  needed  to  the  current  risk  assessment  and 
management  processes  to  adequately  "insure  reasoned  decision-making" 
are  manyfold.   A  sound  risk  assessment  reform  would: 

1)  ensure  that  risk  assessments  are  as  accurate  and 
scientifically-based  as  possible; 

2)  require  that  risk  is  characterized  to  both  the  public  and  the 
risk  manager  in  a  way  that  makes  transparent  any  uncertainties, 
assumptions,  and  safety  factors  used  in  the  risk  assessment; 

3)  mandate  that  agencies  use  comparative  risk  analysis  to  help 
prioritize  their  actions  and  to  consider  the  risks  posed  by 
alternative  management  strategies; 

4)  require  agencies  to  seek  the  greatest  risk  reduction  with  the 
resources  available  by  assessing  the  risks  and  benefits  associated 
with  alternative  risk  management  strategies  and  selecting  those 
that  are  the  most  cost-effective;  and 

5)  require  that  agencies  communicate  clearly  with  the  public,  in 
terms  they  understand,  objective  information  about  risks  and 
include  the  public  in  risk  management  decision-making. 

This  comprehensive  approach  provides  a  framework  for  making 
rational  decisions  about  risk  management  and  resource  allocation.   It 
offers  a  mechanism  to  Lake  a  holistic  look  at  the  risks  posed  to  human 
health  and  the  environment  by  all  sources  and  to  make  informed 
decisions  about  how  to  reduce  those  risks  to  achieve  the  greatest  net 
risk  reduction.  And  it  involves  the  public  in  the  process.   Currently 
environmental  and  public  health  problems  are  addressed  in  a  piece-meal 
fashion.   Legislative  and  regulatory  schemes  have  been  created  to 
remedy  unique  problems  arising  in  specific  media  or  from  specific 
sources.   These  actions  arc  all  too  often  based  on  perceived,  and  not 
real,  threats  and  the  goal  of  these  programs  has  been  to  reduce  or  to 
eliminate  the  risks  posed  without  regard  to  relative  risk. 

Executive  orders  and  internal  agency  risk  assessment  guidelines 
cannot  correct  these  deficiencies.   They  are  not  adequate  to  achieve 
real  lasting  improvement  in  regulatory  decisions.   No  matter  how  well 
intentioned,  these  administrative  measures  are  merely  hortatory.   They 
are  not  enforceable.   And  they  can  be  easily  withdrawn,  modified  or 
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ignored.   For  example,  while  EPA  has  issued  risk  assessment  guidelines, 
as  a  matter  of  practice  they  are  not  uniformly  followed.   In  addition, 
the  programmatic,  media  driven  regulatory  structure  of  EPA  is  an 
obstacle  to  comparative  risk  analysis. 


2)  Row  important  is  comparative  risk  analysis  to  ensuring  that 
Federal  funds  are  spent  on  the  most  serious  problems  first?  What  are 
the  pitfalls  of  using  comparative  risk  analysis  in  setting  priorities? 

How  can  Congress  and  the  President  be  sure  that  federal  tax 
dollars  are  being  spent  in  a  way  that  provides  the  greatest  benefit  to 
the  citizens  of  this  country  without  assessing  what  are  the  greatest 
needs  and  setting  priorities?   Clearly,  federal  fund  allocations  cannot 
continue  to  be  done  by  the  "squeaky  wheel"  system  or  by  the  "chemical 
of  the  month"  as  characterized  by  the  Carnegie  Commission.   Comparative 
risk  analysis  is  an  empirical  way  to  identify  and  target  the  most 
serious  risks.   When  comparative  risk  information  is  provided  to  the 
public  it  will  allow  for  a  more  informed  public  discourse.   Comparative 
risk  analysis  will  not  guarantee  that  federal  funds  are  spent  on  the 
most  serious  problems,  but  it  will  ensure  that  allocation  decisions  are 
made  with  better  information. 

Comparative  risk,  as  a  tool  to  help  make  sound  allocation 
decisions,  is  limited  by  the  quality  of  the  risk  assessments  that 
underlie  it.   Thus,  one  "pitfall"  may  be  the  potential  for  relying  on 
inaccurate  characterizations  of  risk,  but  this  is  true  for  the  current 
system.   Overly  rigid  application  of  comparative  risk  to  set  priorities 
could  be  another  "pitfall."   Comparative  risk  analysis  alone  cannot 
dictate  how  resources  will  be  allocated.   Risk  managers  should  set 
their  priorities  with  the  goal  of  seeking  to  achieve  the  greatest 
overall  risk  reduction  with  the  resources  available.  And  other 
considerations  (e.g.,  economic  and  political)  will  need  to  be  factored 
into  the  decisions  of  regulators  and  policymakers.   CMA  believes  that 
resources  to  improve  the  environment,  health,  and  safety  should  be 
allocated  in  the  most  cost-effective  manner. 


3)  Should  agencies  continue  to  use  "conservative"  assumptions  in 
risk  assessments,  l.e,  those  containing  sizable  margins  of  safety,  in 
order  to  take  Into  account  uncertain  and  variable  factors  when 
protecting  the  public  health? 

There  is  nothing  inherently  wrong  with  the  use  of  assumptions  when 
accurate  Information  is  unavailable,  as  long  as  the  assumptions  are 
scientifically  plausible.   Agencies  rely  on  default  assumptions  by 
necessity.   Nevertheless,  the  agency's  use  of  assumptions  should  be 
governed  by  two  principles: 

1)  The  hurdle  for  replacing  those  assumptions  with  real  data 
should  not  be  so  high  as  to  discourage  research  to  generate  that 
data. 

2)  The  assumptions  used  and  the  scientific  and  policy  rationales 
for  using  them  should  be  clearly  identified  in  the  risk  assessment 
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as  it  is  communicated  to  the  risk  manager  and  the  public.   The 
risk  assessment  should  be  transparent  so  that  risk  managers  and 
the  public  can  take  into  consideration  the  likelihood  that  risk 
assessments  accurately  reflect  more  plausible  levels  of  risk  when 
risk  management  decisions  are  made. 

4)  Should  the  focus  of  the  Congressional  debate  be  on  Improving 
the  risk  assessment  process,  on  improving  risk  management  or  on 
improving  public  communication  of  the  nature  and  degree  of  risk? 

Risk  assessment,  risk  management,  and  risk  communication  are 
inextricably  linked  and  there  is  need  for  improvement  in  all  three 
areas.   Improving  the  risk  assessment  process  improves  risk  management 
decisions.   Scientifically  sound  risk  assessment  forms  the  basis  for 
the  comparative  risk  analysis.   Finally,  communicating  more  clearly  and 
accurately  about  the  absolute  and  relative  magnitude  of  the  risks  to 
the  public  will  generate  better  allocation  of  resources  and  wiser 
public  decisionmaking  because  in  the  end  such  decisions  are  driven  by 
public  perceptions  of  risk. 

5)  How  important  is  it  to  distinguish  between  risks  produced  by 
voluntary  activities  such  as  cigarette  smoking  with  risks  from 
involuntary  activities  such  as  breathing  air  or  drinking  water?  Should 
these  different  activities  be  evaluated  using  the  same  standards  and  is 
it  appropriate  to  compare  environmental  and  non-environmental  risks? 

There  should  be  no  rigid  rules  for  comparing  risks.   The 
appropriateness  of  risk  comparison  will  depend  on  the  intended  use  of 
the  risk  comparison. 

Probably  the  most  critical  use  of  comparative  risk  is  to  provide 
the  public  --  those  who  actually  incur  the  risks  --  with  information 
they  can  use  to  make  informed  choices.   People  need  to  know  not  only 
about  the  relative  seriousness  of  risks  addressed  by  the  government, 
but  also  about  the  seriousness  of  the  risk  in  terms  of  risks  more 
readily  understood  and  commonly  encountered. 

6)  Will  current  efforts  to  statutorily  prescribe  the  methodology 
for  risk  assessment  lead  to  a  "freezing"  of  science? 

Any  statute  that  prescribes  risk  assessment  methodology  or  the 
degree  of  conservatism  that  should  be  emplyed  in  risk  assessment  may 
"freeze"  science.  The  Risk  Communication  Act,  H.R.  2910,  does  not 
specify  how  risk  assessments  should  be  conducted  or  what  models  or 
assumptions  should  be  used.   On  the  contrary,  it  encourages  the 
development  of  new  data  by  requiring  that  all  high-quality  data  be 
considered.   It  requires  the  agency  to  identify  and  discuss  alternative 
assumptions  and  models  which  can  only  have  the  effect  of  making  the 
Agency  more  aware  of  current  scientific  developments.   In  short,  that 
bill,  if  anything,  would  have  the  effect  of  opening  up  the  process  to 
ensure  that  improvements  in  science  are  incorporated  into  agency  risk 
assessments. 
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Mr.  CONDIT.  Thank  you,  Mr.  Hirl.  I  have  a  few  questions  that 
were  inspired  by  reviewing  the  panel's  testimony,  and  I  will  ad- 
dress them  to  the  individuals,  but  if  any  of  the  panelists  would  like 
to  respond  to  the  questions,  you're  welcome  to  do  so. 

I'd  like  to  begin  with  Dr.  Finkel.  You  have  recommended  against 
the  adoption  of  risk  legislation  because  it  undermines  the  needed 
improvement  in  risk  assessments.  Are  you  of  the  opinion  that  the 
President's  executive  has  in  any  way  undermined  the  needed  im- 
provements in  this  area? 

Dr.  Finkel.  I  don't  think  it's  been  around  long  enough  to  tell.  I 
am  concerned  with  some  of  the  language  in  that  order.  I  think  it's 
based  on  some  of  the  same  kinds  of  mlse  premises  that  I  talked 
about,  but  I  recognize  that  there's  a  need  to  systematize,  to  encour- 
age the  work  to  be  done,  and  I  guess  on  balance,  I'm  supportive  of 
the  order,  particularly  because  it  emphasizes  transparency  and 
avoiding  some  of  the  procedural  mistakes  that  characterized  OIRA 
in  past  years. 

So,  on  balance,  I  think  it's  a  good  thing  but  I  get  concerned  with 
language  like  "objectivity"  and  "best  estimates." 

Mr.  CoNDiT.  Anyone  else  like  to  respond  to  that? 

Dr.  Wargo.  I  just  wanted  to  say  that  I  think  that  the  Executive 
order,  the  language  within  the  Executive  order  is  quite  admirable. 
There's  an  interesting  analog  to  the  Executive  order  that  was 
passed  by  Congress  in  1970  in  the  National  Environmental  Policy 
Act. 

That  statute  requires  that  any  Federal  agency  that  may  have  a 
significant  adverse  effect  on  the  environment  is  required  to  prepare 
an  environmental  impact  statement. 

Now,  that  could  be  read  to  be  the  same  quest  for  more  formal, 
rational  analysis  that  would  precede  government  decisionmaking, 
as  this  committee  is  considering  here  today. 

The  regulatory  process  that  has  evolved  following  the  passage  of 
that  law  is  quite  complex,  but  they  developed  a  very  interesting 
scoping  approach  to  problem  definition,  in  that  they  scoped  out 
that  the  largest  problems  are  those  that  need  the  full-blown  envi- 
ronmental assessment,  whereas  those  that  were  less  in  scope  would 
require  only  a  lower-scale  assessment.  That  kind  of  staging  may  be 
appropriate  for  your  consideration  of  legislation. 

Mr.  CONDIT.  Thank  you  very  much. 

Dr.  Percival,  your  testimony,  in  the  section  titled  "Regulatory  Pa- 
ralysis by  Analysis,"  stated  that  at  some  point,  the  expense  and 
delay  of  gathering  and  considering  additional  information  is  more 
costly  than  valuable.  It  seems  to  me  that  this  is  a  valid  problem, 
with  or  without  risk  legislation.  In  today's  regulatory  scheme,  how 
is  it  determined  when  enough  information  has  been  gathered? 

Are  you  saying  the  present  system  is  adequate? 

Dr.  Percival.  Congressman,  I  think  that's  a  very  difficult  ques- 
tion. You  have  to  be  guided  by  common  sense  notions,  in  part,  and 
also  some  understanding  of  what  the  value  of  the  additional  infor- 
mation is  going  to  be.  Is  it  that  there  is  some  data  out  there  that 
we  just  haven't  gathered  that  is  likely  to  have  a  dramatic  impact 
on  how  we  design  this  regulation,  or  how  extensive  the  coverage  of 
the  regulation  is,  so  that  there's  a  real  potential  that  we  could  be 
improving  the  ultimate  quality  of  the  regulation? 


163 

Or  do  we  know  the  substance  is  really  toxic  and  we  know  a  lot 
of  people  are  exposed  to  it,  but  we  don't  have  absolutely  precise 
numbers?  We  could  delay  regulation  for  several  years  trying  to  get 
precise  numbers,  but  it  probably  wouldn't  do  very  much  to  change 
the  ultimate  regulation  that's  adopted. 

So  it's  going  to  vary  from  case  to  case.  Those  are  difficult  judg- 
ments that  hopefully  are  best  left  to  the  informed  discretion  of  the 
regulatory  agencies,  and  OIRA,  in  conjunction  with  the  analysis 
that  they  perform. 

Mr.  CONDIT.  Thank  you,  Dr.  Percival.  Dr.  Graham,  do  you  want 
to  respond? 

Dr.  Graham.  Yes,  I  just  want  to  make  a  point.  I  don't  know  any- 
body who's  been  advocating  risk  analysis  legislation,  that  I've 
talked  to,  who's  been  advocating  some  kind  of  Cadillac  version  of 
risk  analysis  that  has  to  be  applied  uniformly  to  every  rulemaking. 

I  think  Senator  Johnston,  in  his  testimony  this  morning,  made 
it  very  clear  that  he's  not  talking  about  a  Cadillac  version  of  risk 
analysis  all  the  time,  and  Sally  Katzen  made  it  very  clear  that  in 
the  existing  Executive  order,  they  tailor  the  amount  of  analysis  to 
the  importance  and  the  stakes  at  hand. 

When  you're  spending  $150  billion  a  year  on  environmental  regu- 
lation, to  say  that  the  cost  of  analysis  is  going  to  be  excessive  is 
really  kind  of  an  interesting  kind  of  claim,  and  it  would  be  interest- 
ing to  see  that  documented  in  a  few  actual  examples. 

Mr.  CoNDiT.  Thank  you.  Dr.  Graham.  You,  Dr.  Graham,  advocate 
that  Congress  adopt  risk  legislation  that  covers  all  Federal  agen- 
cies. 

Dr.  Graham.  Yes. 

Mr.  CoNDlT.  This  morning  I  announced  that  I  intend  to  introduce 
legislation  that  does  just  that.  However,  if  legislation  covering  only 
EPA  gains  passage,  would  you  envision  problems  in  regulatory 
matters  that  are  cross  cutting,  such  as  pesticides  or  wetlands  lost? 

Dr.  Graham.  Well,  first  of  all,  the  whole  question  of  legislative 
tactics,  of  which  is  the  best  vehicle  to  get  that,  I  have  to  be  candid 
with  you  and  say  I'm  certainly  not  an  expert  in  the  question  of 
which  vehicle  is  the  appropriate  vehicle. 

But  I  had  a  sense,  as  I  was  listening  to  Sally  Katzen,  that,  in 
a  sense,  if  we  could  find  a  broader  vehicle  that  would  apply  to  a 
lot  of  agencies,  you  might,  in  fact,  find  more  administration  support 
for  this.  And  from  a  tactical  point  of  view,  hey,  if  we  can  do  that. 

But  on  the  other  hand,  when  you  have  momentum  building  on 
an  issue  like  this,  it  seems  to  me  it's  very  important  to  take  what 
you  can  as  you  go,  and  then  keep  moving. 

So  I  would  say  we  ought  to  do  all  we  can  in  the  different  forms 
that  we  can  to  promote  risk  analysis. 

Mr.  CoNDlT.  Thank  you,  Dr.  Graham.  Anyone  else  want  to  com- 
ment on  that?  Dr.  Wargo. 

Dr.  Wargo.  You  mentioned  the  issue  of  pesticides  and  I  think 
that  EPA  has  the  primary  responsibility  for  setting  regulations  for 
pesticides.  So  that  in  that  case,  I  think  that  a  bill  that  moved  for- 
ward that  addressed  EPA  would  sufficiently  cover  the  pesticide 
arena. 

Mr.  CONDIT.  Thank  you  very  much.  Mr.  Hirl. 
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Mr.  HmL.  Yes,  if  I  may,  the  issue  of  the  question  of  whether  just 
choosing  EPA  as  the  agency  to  cover  under  this  bill,  first  of  all,  let 
us  understand  that  the  EPA  has  very  broad  regulatory  powers  over 
all  of  industry. 

So  that  when  we  have  an  opportunity,  which  we  need  to  have, 
to  introduce  that  tool,  which  everyone  agrees  is  a  very  good  tool — 
it  is  not  the  total  answer,  but  it  is  a  tool — ^then  I  think  it's  time 
to  use  this  opportunity  to  implement  risk  assessment  and  risk 
management  into  the  process,  through  the  legislative  process. 

Mr.  CONDIT.  Thank  you  very  much.  I  will  turn  to  Mr.  dinger  for 
questions. 

Mr.  Cle^ger.  Thank  you,  Mr.  Chairman,  and  I  thank  the  panel 
for  appearing  before  us  today.  Your  viewpoints  are  very  helpful  to 
us. 

Professor  Graham,  one  of  the  charges  that's  brought  against 
using  risk  assessment  or  risk  analysis,  is  that  this  is  an  under- 
handed way  of  diluting  or  reducing  environmental  protection;  in 
other  words,  that  this  is  an  effort  to  take  away  the  commitment 
that  we've  had  as  a  Nation  to  really  cleaning  up  our  environment. 

But  it  seems  to  me  that  you  could  also  say  that  what  we're  talk- 
ing about  is  using  resources  which  are  clearly  not  unlimited  in  a 
more  rational,  sensible  way.  In  other  words,  is  it  your  view  that 
risk  assessment  or  risk  analysis  can  be  used  in  a  way  that  would 
focus  our  resources  more  effectively? 

Dr.  Graham.  Yes.  First  of  all,  I  think  that's  a  good  question. 
Many  of  my  students,  when  they  come  to  the  Harvard  School  of 
Public  Health,  and  they  haven't  yet  taken  courses  in  risk  analysis, 
or  cost-benefit  analysis,  they  come  with  a  sense  that  gee,  isn't  this 
some  kind  of  tool  that's  going  to  be  used  to  try  to  say  you  shouldn't 
do  things  that  are  in  the  public  interest? 

And  it's  interesting.  When  you  watch  students  read  EPA's  cost- 
benefit  analysis  of  the  phaseout  of  lead  in  gasoline,  they  see  a  very 
strong  case  made  in  that  particular  example  for  more  stringent  reg- 
ulation, I  also  require  them  to  read  some  of  the  work  I  did  myself 
on  the  costs  and  benefits  of  putting  automobile  air  bags  in  the  driv- 
er's side,  in  the  front  right  passenger  side  of  automobiles,  and  you 
calculate  the  expected  number  of  lives  saved,  the  injuries  averted, 
and  compare  them  to  the  cost  of  the  airbags,  I  think  the  people 
who  are  most  paranoid  about  risk  analysis  tend  to  be  people  who 
haven't  done  a  lot  of  risk  analysis  and  haven't  shown,  particularly 
in  cost-benefit  analysis,  that  the  answer  can  come  out  on  both  sides 
of  the  equation. 

One  of  the  things  I  liked  about  Sally  Katzen,  in  her  opening  re- 
marks, she  said  we're  not  here  for  less  regulation,  we're  not  here 
for  more  regulation,  we're  here  for  smarter  regulation,  and  that's 
precisely  what  risk  analysis  is  all  about. 

Mr.  Clinger.  Certainly  I  agree  with  that.  If  the  risks  are  really 
great  you're  required  to  give  equal  consideration,  versus  having  a 
universe  as  big  as  the  world  that  you're  supposed  to  be  focussing 
on  and  then  somebody  gets  shortchanged.  Whereas,  if  you  are  able 
to  be  more  analytical  in  the  way  you  go  about  it,  you  can  focus  on 
those  areas  which  clearly  need  greater  attention  and  a  greater  allo- 
cation of  resources  to  those  areas. 
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So  it  seems  to  me  it  really  has  promise  to  improve,  rather  than 
degrade,  the  quality  of  environmental 

Dr.  Graham.  But  I  think  it's  an  important  point  to  make  because 
there  are  a  lot  of  people  who  aren't  sold  on  that,  who  fear  that 
somehow,  risk  analysis  and  cost-benefit  analysis,  is  sort  of  an  evil 
attempt  to  mysteriously  undue  regulatory  programs.  And  we  have 
work  to  do  to  get  the  message  out  that  that  is  not  the  intent  of  risk 
analysis  and  cost-benefit  analysis. 

Mr.  Clinger.  One  of  the  reasons  to  hold  this  hearing  is  basically 
to  begin  to  make  that  case. 

Given  the  present  status  of  things  I  would  ask  Judge  Breyer, 
what  can  EPA  be  doing  better  presently  than  they're  doing  now,  in 
terms  of  risk  analysis? 

Mr.  Breyer.  Well,  you'll  have  to  ask  people  who  are  more  famil- 
iar with  the  details  of  EPA.  I've  been  very  interested  in  listening 
to  this  hearing  because  in  a  sense,  nobody  disagrees  and  in  a  sense, 
everybody  disagrees. 

I  mean,  the  administration,  Senator  Johnston,  you,  all  think  that 
what  you  should  do  when  you're  spending  billions  of  dollars  of  pub- 
lic money  is  prioritize.  I  would  imagine  most  environmentalists, 
too,  would  think  it's  much  better  to  spend  money  to  save  more  lives 
than  spend  it  to  save  fewer  lives. 

And  I  would  think,  as  you've  heard  that  industry  too  would  not 
object  so  much  to  the  Nation's  dollar  commitment  to  safety  and  the 
environment,  but  industry  would  want  the  money  to  be  spent  sen- 
sibly. 

So,  you  have  a  pretty  broad  consensus.  I  won't  say  100  percent 
because  not  everybody  thinks  there's  a  prioritizing  problem,  but  I 
think  90  percent  do  think  so.  But  you  also  see  a  problem  of  trust. 

Some  worry  that  a  statute  which  says  "cost-benefit  analysis"  or 
"risk  analysis,"  will  be  used  to  throw  sand  in  the  gears  of  progress. 
That  is  possible.  And  there  are  many  people  who  worry  about  that. 

At  the  same  time,  other  people  say,  unless  Congress  creates  a 
symbol  by  saying  "Do  something,"  it  will  be  business  as  usual.  And 
business  as  usual  means  a  lot  of  money  spent  in  ways  that,  from 
an  environmental  and  safety  point  of  view,  are  not  effective.  So 
that  is  Congress'  problem. 

If  you  pass  this  bill,  it  will  be  a  symbol.  If  you  don't  pass  it,  you 
can  take  Sally  Katzen  at  her  word  that  the  White  House  will  do 
anyway  what  the  bill  seeks.  And  you  can  use  oversight  to  make 
certain  the  money's  being  spent  effectively. 

My  own  solution,  which  is  a  beginning,  is  to  say  give  the  White 
House  and  0MB  a  chance  to  prove  that  they  can  use  discretionary 
authority  in  a  manner  such  that  afterwards  the  environmentalists 
will  say,  "I'm  glad  we  did  that.  I'm  glad  we  gave  the  White  House 
that  power.  It  worked  out  in  a  way  that  saved  more  human  life." 

If  I  were  trying  to  write  a  statute,  I'd  take  $1  billion  or  $5  billion 
out  of  the  Superlund  and  say,  "We've  removed  the  legal  constraints 
Mr.  President,  except  for  one.  You  spend  this  money  on  one  condi- 
tion: that  you  come  back  three  years  from  now  and  show  us  that 
you  used  it  to  save  more  human  lives  than  would  otherwise  have 
been  saved." 

Do  you  see  my  point?  My  point  is  that  it  will  help  to  give  the 
White  House  more  discretionary  authority  under  the  constraint 
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that  it  be  used  to  prioritize  better.  As  to  what  legislative  words  you 
use  to  accomplish  that  result — that  is  why  you  are  here. 

Mr.  Clinger.  Thank  you  very  much. 

Mr.  CoNDiT.  Thank  you,  Mr.  Clinger.  Mrs.  Thurman. 

Mrs.  Thurman.  Professor  Percival,  you  kind  of  looked  a  little  red 
when  Judge  Breyer  was  over  there  talking,  so  let  me  ask  you  some- 
thing. 

Dr.  Percival.  Sure.  Not  that  I  disagreed  with  his  statement  at 
all. 

Mrs.  Thurman.  But  let  me  follow  up  with  what  he  said  and  let 
me  see  if  you  can  respond  to  this.  What  tools  would  you  use,  if  you 
were  sitting  in  our  seats,  with  a  finite  amount  of  dollars,  under- 
standing that  there  are  risks,  what  tools  would  you  use? 

Dr.  Percival.  I  would  use  the  traditional  tools,  such  as  the  kind 
of  oversight  hearing  that  you're  doing  right  here,  to  analyze  pre- 
cisely what  the  Agency  has  done  and  what  the  results  of  the  Agen- 
cy's actions  have  been. 

There  was  a  lot  of  talk  this  morning  about  the  problems  that  the 
regulated  community  faces  because  of  getting  a  lot  of  conflicting 
statutory  directives  and  not  being  given  the  resources  to  implement 
them.  I  think  that's  certainly  one  of  the  problems  that  EPA  has 
had,  as  well. 

Because  the  environmental  statutes  are  written  to  require  quite 
different  types  of  standards  and  to  promise  quite  different  agendas 
it  would  be  very  surprising  if  the  Agency's  priorities  were  all  per- 
fectly in  line  with  what  God,  as  some  ultimate  risk  assessor  wanted 
the  Agency  to  do. 

But  the  true  test  of  whether  or  not  this  committee  and  Congress 
are  serious  about  improving  the  quality  of  regulation,  which  every- 
one in  business  and  the  environmental  community  and  Congress 
should  want  will  be  whether  if  you  do  pass  this  legislation,  you  fol- 
low up  by  giving  EPA  the  resources  to  implement  it. 

Part  of  our  problem,  part  of  the  reason  why  we  do  have  skewed 
priorities  at  times  is  because  Congress  not  only  imposes  unfunded 
mandates  on  the  regulated  community,  but  also  on  the  agencies 
that  are  supposed  to  implement  the  regulatory  schemes.  It  would 
be  most  helpful  to  be  willing  to  commit  resources  to  the  kinds  of 
mandates  that  you're  giving  the  agencies. 

Mrs.  Thurman.  However,  you  kind  of  take  me  full  circle,  then, 
because  for  me  to  make  a  decision  based  on  what  you  just  said, 
making  real  priorities,  what  tools  do  I  have,  as  a  Congressperson, 
to  make  that  decision. 

Let  me  give  you  an  example  in  this  committee.  Not  to  downplay 
anybody's  constituency,  but  I  listened  for  4V2  hours  about  carpets. 
It  was  a  very  serious  issue  to  those  that  were  affected  by  it.  I  don't 
know  what  resources  were  spent  by  the  EPA,  but  I  know  that  there 
was  some.  And  yet  in  the  same  time  period,  I  hear  about  lead.  I 
live  in  Florida  and  I  could  talk  to  you  about  sugar,  or  pesticides 
that  are  being  used  in  areas  of  agriculture.  I  have  some  other  is- 
sues that  I'd  like  to  talk  about  at  another  time. 

But  that's  the  question.  At  what  point  do  we,  as  policymakers, 
make  those  hard  decisions  with  a  finite  amount  of  dollars,  what  do 
we  use  to  make  those  choices?  You're  not  giving  me  anything. 
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Dr.  Percival.  You  have  to  do  precisely  what  you're  doing  now. 
Although  this  isn't  a  panel  on  which  EPA  is  represented,  grill  them 
to  justify  what  they're  doing,  why  they're  doing  it,  why  it  was  im- 
portant to  do  this,  and  how  they  use  the  limited  resources  they 
were  given. 

I  suspect  that  one  of  their  responses  would  be,  **Well,  you  tied 
our  hands."  After  they  did  the  "Unfinished  Business"  study  and  the 
followup  report  "Reducing  Risk,"  they  said,  "Well,  we  would  like  to 
change  our  priorities  in  a  way  that's  more  in  line  with  the  results 
of  comparative  risk  assessment."  And  I  think  that's  precisely  the 
kind  of  thing  where  comparative  risk  assessment  can  be  very  use- 
ful, as  opposed  to  requiring  it  for  each  individual  regulatory  deci- 
sion. 

But  they  said,  "Our  budgetary  authority  is  so  tightly  bound  to 
certain  things  that  we  have  to  do,  that  we  maybe  have  control  of 
over  5  percent  of  our  budget."  This  is  why  Judge  Breyer's  idea  of: 
"Hey,  let's  give  them  a  pot  of  money  and  say,  'Go  out  there  and 
show  us  that  you  can  do,  when  freed  of  the  kinds  of  constraints 
that  we  put  into  a  lot  of  legislation,  to  get  bigger  bang  for  the 
buck' "  is  really  an  excellent  idea. 

Mrs.  Thurman.  And  I  don't  disagree.  Mr.  Chairman,  can  Dr. 
Finkel  maybe  answer? 

Dr.  Finkel.  I  just  wanted  to  get  to  your  question  about  tools.  I 
think,  picking  up  on  something  John  Graham  said  earlier,  that  it's 
easy  to  say  that  you're  proanalysis.  The  devil  is  in  the  details.  And 
I  think  some  of  the  problem  I  see  with  the  priority-setting  concept 
is  that  again,  the  wrong  questions  are  being  asked. 

The  questions  about  whether  carpets  kill  more  people  than  lead 
does  or  however  you  want  to  phrase  that — questions  such  as: 
"What's  the  worst  risk?  Where  are  the  most  lives  being  lost?"  Those 
are  intellectual  questions.  Questions  such  as,  "What  should  we  do 
next?  Where  could  we,  given  the  technology,  the  resource  con- 
straints, the  human  constraints,  where  could  we  make  the  most 
difference?"  Those  are  the  practical  questions. 

And  I  think  you  can  answer  the  practical  questions  with,  to  bor- 
row from  Judge  Breyer,  tunnel  vision  about  the  risks  abstracted 
from  the  costs  of  the  intervention,  the  efficacy  of  the  intervention, 
and  the  benefits  to  the  public  of  the  intervention.  And  we're  focus- 
ing, in  the  legislation  and  in  the  Executive  order,  on  the  scientific 
side  of  the  equation  and  ignoring  the  human  factors  and  the  cost 
factors. 

We  talk  about  the  $150  billion  or  $200  billion— whatever  the 
number  is — on  how  much  this  costs,  but  all  these  regulations  are 
transferring  resources,  creating  losers  from  regulation  as  well  as 
winners.  And  the  losers  are  the  ones  who  are  organized  to  com- 
plain, and  the  winners  are  the  ones  who  are  quietly  going  about 
their  business. 

Mrs.  Thurman.  Dr.  Wargo. 

Dr.  Wargo.  I  think  your  question  is  a  very  important  one.  I 
think  that  throughout  the  different  programs  that  EPA  has,  that 
they  should  make  a  very  conscious  effort  to  try  to  establish  prior- 
ities. I  know  that  they're  doing  that  and  I  know  that  the  Executive 
order  that  we've  heard  about  today  requires  them  to  do  that. 
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Within  the  pesticide  arena  that  I'm  most  familiar  with,  it's  my 
firm  behef  that  we  could  reduce  risk  of  carcinogenic  outcomes  by 
probably  95  percent  by  regulating  more  carefully  less  than  10  per- 
cent, probably  less  than  5  percent  of  the  compounds  on  the  market. 

We  should  be  developing  strategic  risk  reduction  plans  to  allow 
us  to  do  that,  not  just  for  pesticides  but  for  indoor  air  pollution,  for 
hazardous  outdoor  air  pollutants,  for  our  safe  drinking  water 
standards.  For  each  of  these  arenas,  we  should  develop  strategic 
risk  management  plans  with  priorities,  and  also  allocate  funds  for 
the  types  of  risk  analyses  that  we  all  agree  are  necessary  and  the 
types  of  cost-benefit  analyses  that  we  also  all  agree  are  necessary. 

There's  a  significant  issue  that  this  committee  hasn't  addressed 
yet  that's  relevant  to  the  risk  assessment  and  cost-benefit  assess- 
ment. I'll  go  back  to  the  title  of  my  talk,  and  that  is  how  do  you 
control  the  bias? 

One  way  of  controlling  bias  that  creeps  not  just  into  risk  assess- 
ments— it  creeps  into  cost-benefit  assessments,  as  well,  in  very  sub- 
tle ways:  what  types  of  costs  do  you  consider?  What  methods  do 
you  use? 

One  way  of  controlling  the  bias  is  using  the  mechanism  of  full 
disclosure,  requiring  the  agencies  to  make  their  data  available  to 
the  public,  make  their  methods  of  analysis  available  to  the  public, 
and  to  basically  lay  out  the  rationale  for  their  choice  among  policy 
alternatives. 

So,  my  response  is  full  disclosure,  and  it's  also  strategic  risk 
management  planning,  program  area  by  program  area. 

Mrs.  Thurman.  Are  we  going  to  get  another  round? 

Mr.  CONDIT.  Yes,  I  could  do  that,  if  you  like.  I  would  like  to,  if 
I  can,  go  to  Mr.  Mica,  and  then  I'll  come  back  to  you.  Mr.  Mica. 

Mr.  Mica.  Thank  you,  Mr.  Chairman, 

Dr.  Finkel  had  said  earlier  that — I  believe  it  was  Dr.  Finkel  who 
said  we  have  a  fixation  with  a  nonproblem.  In  other  words,  all  of 
the  cities  and  counties  and  the  Governors  and  the  businesses  and 
industry  and  agriculture  are  all  working  under  some  kind  of  an  il- 
lusion. Is  that  what  you're  saying,  that  there's  a  nonproblem  here? 

Dr.  Finkel.  No,  I'm  not  trying  to  trivialize  the  resources  that  go 
into  this.  What  I'm  saying  is  that  the  fixation  on  the  belief  that 
these  resources  are  all  skewed  because  risk  assessment  produces 
hype,  that  it  produces  an  exaggerated  sense  of  fear,  I  think  that's 
a  nonproblem. 

I  think  there  are  better  ways  to  spend  that  money.  But  to  start 
with  the  premise  that  what  needs  to  be  fixed  is  some  inherent 
scare  tactic  that  comes  out  of  risk  assessment,  I  think  that  makes 
you  lost  from  the  beginning. 

Mr.  Mica.  But  there  are  definitely  problems  out  there,  real  prob- 
lems that  need  to  be  addressed. 

Dr.  Finkel.  And  there  are  real  health  problems  that  need  to  be 
addressed. 

Mr.  Mica.  Judge  Breyer,  you  said  give  the  President  authority. 
Do  you  feel  he  has  the  authority  to  act  and  make  sense  of  all  of 
this  and  institute  some  risk  assessment? 

Mr.  Breyer.  Yes,  but  when  I  say  "more  discretionary  authority," 
rather  than  "risk  assessment"  its  because  "risk  assessment"  is  a 


169 

complicated  thing.  It's  not  an  answer.  People  can  misuse  it.  It  can 
be  used  to  tie  things  up  for  years.  Dr.  Finkel  gave  a  few  examples. 

Insofar  as  risk  assessment  focuses  on  the  question  of  the  best 
way  to  use  the  money  to  save  human  life?  Fine,  let's  do  it.  You've 
also  heard  that  OIRA,  using  an  Executive  order,  will  take  existing 
legal  authority  and  using  that  existing  authority,  try  to  take  proper 
prioritizing  decisions  and  encourage  people  to  use  risk  assessment. 

The  President  has  some  discretionary  authority  already.  He  also 
has  a  set  of  statutes  that  bind  EPA  in  1,000  different  ways.  The 
difficulty  with  Congress  trying  to  prioritize,  I  think,  is  that  Con- 
gress is  happiest  making  judgments  between  programs.  But  it's 
also  true  that  you  don't  want  to  spend  $1  billion  improperly  within 
a  single  program,  spending  it  all,  for  example,  to  deal  with  instance 
X,  where,  in  fact,  if  you  spent  $900  million  you  could  also  deal  with 
three  other  instances. 

So  that  kind  of  task,  allocating  within  programs,  or  between  pro- 
grams within  EPA,  is  difficult  to  accomplish  through  legislation.  It 
is  the  kind  of  matter  where  I  think  giving  discretion  to  the  execu- 
tive branch  would,  in  fact,  be  helpful.  But  you'd  have  to  see  that 
the  executive  branch  used  the  discretion  to  do  what  you  want, 
which  is  to  save  more  human  life  and  deal  with  the  environment 
more  effectively. 

Mr.  Mica.  But  Your  Honor,  you  didn't  answer  my  question. 

Mr.  Breyer.  That's  the  way  I  evade  them  sometimes. 

Mr.  Mica.  My  question  and  comment  is  I  don't  think  that  the 
President  really  has  the  authority,  particularly  through  the  vehicle 
that's  been  presented  as  an  Executive  order  here. 

And  what  I'd  like  to  do  is  also  ask  Dr.  Graham  a  question,  if  I 
may.  Given  the  context  that  we're  here  today,  we're  here  in  a  cer- 
tain place  and  time.  Congress  has  passed  a  nonending  list  of  regu- 
lations, laws  that  promulgate  regulations  and  give  the  agency  the 
authority  to  do  this.  That's  one  of  the  problems.  We've  tied  the 
place  up  in  little  knots.  We've  had  testimony  after  testimony  that 
says  that  EPA  lacks  focus. 

What  we're  attempting  to  do  is  not  correct  all  the  problems  of  all 
the  government  agencies  here,  but  in  a  rare  meeting  of  the  stars 
and  the  constellation  and  the  Moon  in  the  right  place  tomorrow, 
we're  going  to  take  up  the  EPA  elevation  bill,  which  is  a  rare  occur- 
rence, to  create  a  Cabinet  position. 

Do  you  think  that  we  can  craft  language,  whether  it's  the  John- 
ston amendment  or  some  compromise,  to  give  the  legislative  au- 
thority, to  give  the  agency  and  the  President,  the  flexibility  and 
true  authority  that  they  need  to  develop  some  focus? 

Dr.  Graham.  Let  me  first  confess  that  academics  aren't  very  good 
at  pragmatism.  So  I  guess  my  response  to  you  is  that  I'm  sympa- 
thetic as  you  articulate  the  opportunity  that  s  available  on  this  par- 
ticular bill  that  will  be  considered.  So  I  do  support  taking  the  op- 
portunity, pragmatically,  when  it's  available  to  you,  even  though 
you  can't  do  it  in  the  most  ideal  and  comprehensive  form  that  Sally 
Katzen,  for  example,  might  prefer  that  it  be  done. 

One  quick  addition  to  one  of  Adam  Finkel's  comments  that  I 
want  to  endorse.  Some  of  the  risk  analysis  bills  that  are  in  the 
Congress  are  only  focussing  on  the  risk  assessment,  the  risk  man- 
agement and  the  risk  communication  questions,  which  are  all  very 
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important  questions.  But  something  that's  very  distinctive  about 
both  the  Executive  order  and  Senator  Johnston's  amendment  is 
they  expHcitly  relate  risk  to  the  cost  of  achieving  risk  reduction. 

And  I  think  it's  very  important,  in  whatever  the  final  versions 
are  that  come  out  of  this,  that  we  have  not  only  a  discussion  of 
risk,  but  we  have  a  discussion  of  the  cost  of  reducing  risks,  the  rel- 
ative costs,  because  I  think  otherwise,  as  Adam  said,  we're  sort  of 
focussing  on  one  side  of  the  picture  and  not  on  the  full  piece. 

Mr.  MICA.  But  my  question  again  goes,  if  we  give  the  authority 
in  a  legislative  directive,  then  we  can  let  the  agency  work  out  the 
details.  And  you  can  argue  about  all  of  these  details  and  the  proper 
manner  in  conducting  risk  assessment.  Is  that  something  you 
would  encourage  us  to  do? 

Because  right  now,  we're  dealing  under  the  laws,  the  plethora  of 
laws  that  weve  created  here,  the  agency  is  going  off,  and  they  do 
have  a  charter  on  all  of  these  demands,  but  we  have  limited  re- 
sources. We  don't  have  the  ability  to  conduct  every  one  of  these 
mandates  that  we  impose  at  the  Federal  level  or  pass  on  to  State 
and  local  governments  or  to  industry  and  business. 

So  again,  my  question  is  absent  that  authority,  do  you  think  we 
can  approach  it  in  the  fashion — and  we're  only  talking  about  EPA, 
one  agency,  at  this  point,  which  could,  in  fact,  approve  a  model  for 
risk  assessment  approaches  in  other  agencies. 

Dr.  Graham.  I  certainly  think  you  need  to  do  broad-based  risk 
analysis,  cost-benefit  analysis  authority  across  EPA,  and  some  time 
in  the  future,  across  the  Federal  Government. 

But  one  thing  I  want  to  add  is  that  I  hope  you  don't  think  that 
by  doing  that,  that  when  we  get  to  Superfiind  or  the  Delaney 
clause  or  the  Clean  Air  Act,  you  can  walk  away  from  what  you  just 
did  and  then  come  back  ana  create  even  worse  problems  than  we 
have  now  in  these  laws. 

So  I  want  to  emphasize  that  as  much  as  you  work  on  the  generic 
part  of  the  problem,  and  I  think  you  shoula,  for  both  symbolic  and 
practical  reasons,  I  still  think  that  we  have  to  observe  your  behav- 
ior and  make  sure  when  you  come  back  on  Superfund,  you  come 
back  on  Delaney  clause,  you're  still  in  favor  of  risk  analysis,  you're 
still  in  favor  of  cost-benefit  analysis,  because  you  have  a  tendency 
to  sort  of  slip  on  us  on  occasion. 

Mr.  Mica.  We  have  a  strong  history  of  slippage.  Thank  you,  Mr. 
Chairman. 

Mr.  CONDIT.  Thank  you,  Mr.  Mica.  I  would  like  to  ask  unanimous 
consent  that  members  be  permitted  to  submit  questions  to  the  wit- 
nesses and  that  the  answers  be  made  a  part  of  the  record.  Any  ob- 
jection to  that? 

[No  response.] 

Mr.  CoNDlT.  Mrs.  Thurman,  did  you  have  a  followup  question? 

Mrs.  Thurman.  I'd  like  to  go  to  Mr.  Hirl,  since  he's  working  in 
industry  right  now. 

Mr.  Hirl,  can  you  give  us  some  examples  of  regulations  that  have 
cost  more  than  you  believe  there  was  a  benefit?  Maybe  you  person- 
ally, or  what  you've  been  able  to  see,  or  what's  come  out  scientif- 
ically since. 

Mr.  Hirl.  Let  me,  first  of  all,  if  I  can,  just  take  an  aside  here 
because  I  have  listened  to  the  other  members  of  the  panel  who  are 
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from  the  scientific  community  and  the  academic  community,  and  as 
a  company  and  as  an  industry  that's  based  on  science,  I  quickly 
want  to  say  that  anything  that  uses  good  science  is  something  that 
we  want  to  support  and  have  always  supported. 

However,  much  of  this  conversation  is  being  conducted  in  the  at- 
mosphere, it  seems  to  me,  of  infinite  resources,  and  that's  obviously 
somewhat  a  part  of  your  question.  We  have  finite  resources,  and 
I  think  it's  imperative  that  we  begin  to  legislate  and  require  that 
people  who  impose  regulations  and  legislation  on  industry,  whether 
it's  chemicals  or  otherwise,  recognize  the  cost  of  that.  So  a  cost-ben- 
efit analysis  is  essential. 

One  of  the  things  that  is  very  important  to  this  industry,  as  we 
think  it'll  move  forward  in  this  year's  Superfund,  and  the  whole 
structure  of  Superfund  and  the  requirements  and  regulations 
under  Superfund  and  cleanup  and  so  forth  cry  for  risk  assessment 
and  comparative  cost-benefit  analysis.  That  is  one  that  pervades 
not  only  us,  the  chemical  industry,  but  all  of  industry.  And  that  is 
an  area  where  I  think  immense  progress  can  be  made  by  using  sci- 
entific risk  assessment,  cost-benefit  analysis,  and  recognize  that  a 
national  standard  at  a  high  level  will,  in  fact,  not  help  the  imple- 
mentation of  Superfund  but  rather,  a  scientific-based  risk  assess- 
ment. 

Mrs.  Thurman.  Let  me  ask  something.  We  have  found — in  the 
Florida  Legislature  I  worked  on  some  administrative  procedure  is- 
sues— specifically  that  dealt  with  these  types  of  problems,  so  that 
industry  and  citizens  would  have  the  opportunity  to  participate  in 
offering  alternative  suggestions,  so  that  if  you  had  a  situation 
where  somebody  came  in  and  said,  "Well,  you  need  to  do  this,  this, 
this,  and  this,  and  you  said,  "Wait  a  minute.  Here  is  an  alter- 
native that's  going  to  cost  me  less  but  will  give  me  the  same  re- 
sults." 

Have  you  had  any  experience  where  we've  seen  a  more  friendly 
government  that,  in  fact,  will  allow  us  to  participate  in  that  kind 
of  conversation  with  industry? 

Mr.  HiRL.  Let  me  answer  that  in  two  ways,  if  I  may,  and  answer 
it  from  the  standpoint  of  Congress  and  from  the  standpoint  of  the 
regulatory  agency. 

Historically,  our  industry  has  had  an  excellent  communicative 
and,  if  you  will,  reg  neg  relationship  with  the  Environmental  Pro- 
tection Agency.  We  have  been  able  to  participate.  In  fact,  they  have 
encouraged  and  asked  us  to  bring  forward  data  and  information  re- 
lating to  what  can  be  done;  is  there  a  better  way  to  do  it? 

I  think  we  have  shown  a  commitment  to  that  kind  of  compliance. 
We  happen  to  have  an  industry  initiative  called  responsible  care. 
It  is  a  program  that  requires  our  industry  to  not  only  deal  with  all 
of  the  issues  of  environmental  regulation  but  process  safety,  and  so 
forth.  We  do  that  because  we  know  if  we  want  to  exist  in  the  21st 
century,  we're  going  to  have  to  do  that. 

The  issue,  as  it  relates  to  Congress,  is  simply  a  case  of  yes,  we 
have  been  able  to  negotiate.  We  have  been  able,  in  our  opinion,  to 
impact  on  legislation  that  does  affect  us. 

The  question  now  is  whether  we  are  going  to  be  able  to  do  that 
in  the  future.  Things  have  changed.  The  attitude  of  those  involved 
in  the  regulatory  agencies,  in  particular.  The  concern  we  have  over 


172 

the  issuance  of  Executive  orders,  which  have  broad  impact  on  in- 
dustry without  the  ability  to  discuss  and  the  ability  to  impact  those 
decisions. 

We  feel  that  there  is  a  change.  We  want  to  introduce  or  see  this 
scientific  risk  issue  introduced  as  a  requirement,  to  avoid  a  con- 
tinuation of  what  I  will  call  reduced  impact,  even  though  we  have 
a  lot  of  communication.  The  communication  still  exists.  The  impact 
seems  to  be  questionable. 

Mrs.  Thurman.  Just  to  follow  up,  one  of  the  things,  and  this  may 
be  way  off  base,  but  it  seems  that  if  you  were  looking  at  risk  as- 
sessment or  cost  benefit,  that  when  you  look  at  a  cost  benefit,  you 
also  would  have  that  opportunity  to  look  at  other  things  that  are 
going  through  other  parts  of  government,  where  it  may  not  be  just 
EPA  but  it  may  be  something  dealing  with  agriculture  or  some- 
thing of  that  nature. 

So  that  in  fact,  if  you  were  doing  some  of  these  things,  and  any 
of  you  can  respond  to  this  that  this  is  also  an  opportunity  to  go 
across  the  board  looking  at  duplicative  issues. 

I'll  give  you  an  example.  An  accountant  came  to  me  a  couple  of 
months  ago.  He  is  also  a  county  commissioner.  He  said  to  me,  "You 
know  what,  Karen?  I've  just  found  out  that  it  will  cost  the  county 
$5,000,  to  do  a  federal  highway  program  audit  or  something  that 
they  have  to  do.  I  have  to  do  the  same  audit  at  the  state  level,  with 
a  few  word  changes,  and  it's  going  to  cost  me  $5,000  more." 

And  this  may  not  be  a  good  example,  but  I'm  sure  when  you're 
taking  a  Federal  program  to  a  State  program  that  is  when  you're 
looking  at  cost  benefit  or  regulatory  relief.  You  also  are  crossing 
other  agency/department  lines  that  would  help  eliminate  some  of 
the  duplicative  problems  that  we're  all  very  concerned  about.  This 
is  a  big  part  of  the  $430  billion  deficit  that  our  own  Vice  President 
said  is  costing  business  to  comply  with  government  regulations. 

Getting  back  to  the  matter  of  finite  resources,  for  every  $1  that's 
spent,  it's  gone.  It's  $1  that  can't  be  spent  someplace  else  for  other 
reasons.  That's  just  a  fact. 

So  if  you  can  help  me — but  it  seems  to  me,  when  you  look  at  risk 
assessment  and  cost/benefit  analysis,  that  there's  a  lot  more  advan- 
tage to  it  than  disadvantage. 

Mr.  HiRL.  Let  me  respond,  and  then  I'll  get  off  the  table  here  and 
let  someone  else  come  on.  The  multiplicity,  the  breadth  and  depth 
of  regulations  that,  in  essence,  are  focussed  on  the  same  result,  at 
various  and  sundry  levels  of  government,  is  anathema  for  us  as  an 
industry.  I  think  it  is  for  industry  in  general. 

And  if  I  can,  at  least  a  little  bit,  take  the  message  from  the  Na- 
tional Grovernors  Conference,  which  Mr.  Wood  is  bringing  here,  it's 
a  case  of  understanding  what  you're  doing  within  the  total  frame- 
work of  regulation  and  legislation,  not  just  look  at  it  as  a  singular 
issue.  That's  the  way  we  see  it. 

Mr.  Breyer.  I  agree  with  what  you  say.  I  think  it's  quite  impor- 
tant. That's  why,  in  response  to  Congressman  Mica's  question,  I 
said  if  you're  really  trying  to  do  something  about  this,  it's  a  bigger 
problem  than  just  risk  assessment. 

If  it  were  up  to  me,  I'd  like  to  see  in  0MB,  OIRA,  a  group  of  peo- 
ple, who  have  experience  in  line  agencies,  experience  in  science  and 
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public  policy  and  government,  as  well  as  experience  in  law  and  pol- 
icy analysis. 

Then  I'd  say  "I  want  you  to  do  five  things.  The  first  thing  I  want 
you  to  do  is  prepare  a  book  which  will  have  the  title  'Risk  Analysis' 
or  'Risk  Management'  or  both.  It's  not  going  to  be  a  set  of  rules. 
It's  not  going  to  be  1,000  pages,  and  it's  not  going  to  be  3.  It's  going 
to  be  more  in  the  range  of  100  pages. 

"To  get  the  information  that's  necessary  to  write  that  manual 
you  have  to  learn  from  the  experience  of  niany  different  agencies, 
not  just  EPA.  People  handle  these  matters  differently  in  different 
agencies.  You'll  discover  under  each  subheading  and  paragraph, 
the  need  for  common  sense  judgment." 

The  paragraphs  will  be  written  at  the  level  of  generality  in  a 
manual  about  cost-of-service  rating-making  used  for  electricity,  or 
trucking  regulation.  That  kind  of  regulation  was  a  hot  political 
issue  in  the  1920's.  People  felt  the  same  way  about  Consolidated 
Edison  getting  a  rate  hike  much  as  they  now  feel  strongly  about 
toxic  waste  dump.  But  gradually  rate  setting  systems  developed, 
cutting  across  many  agencies. 

I'd  ask  OIRA  to  phone  the  people  at  this  table,  to  obtain  aca- 
demic input.  Academics  are  good  at  organizing  material  and  devel- 
oping systems  but  they  sometimes  lack  factual  information.  OIRA 
also  should  go  back  to  the  people  in  the  line  agencies  who  know 
the  facts. 

My  point  is  that  you  should  put  academics  together  with  line 
agency  staff.  As  a  result,  you  might  be  able  to  write  a  short  manual 
that  offered  the  kind  of  cross-agency  guidance  that  would  be  useful. 

I  would  also  say,  "See  if  there  aren't  a  very  few  uniform  across- 
govemment  rules  in  this  area."  One  would  be  a  kind  of  de  minimis 
rule.  It  would  have  three  parts.  There  would  be  something  in  the 
manual  about  four  sentences  long  which  would  say  not  to  take  ac- 
tion that  would  cost  more  lives  than  it  saves. 

A  third  thing  is  to  try  to  use  the  most  up-to-date  methods.  That 
means  talking  to  people  who  know  about  using  sensitivity  analysis, 
comparative  risks  in  different  areas  and  focus  groups.  There  is  a 
risk  assessment  "art."  OIRA  should  stay  on  top  of  it. 

A  fourth  thing  is  to  take  a  small  amount  of  money  and  try  to 
transfer  it  within  or  even  outside  of  EPA — say  into  HHS,  where 
mammogram  programs  that  could  save  a  lot  of  lives  of  women  over 
50. 

The  fifth  thing  is  to  stay  aware  of  developments  in  science.  Once 
people  begin  to  locus  on  particular  genetic  groups  that  are  seriously 
at  risk  of  cancer,  we'll  have  a  new  dimension  to  the  problem,  of  try- 
ing to  save  people  fi*om  risks  of  cancer. 

In  other  words,  I  think  what  you  say  is  important  and,  in  fact, 
the  key  to  this  issue.  The  problem  is  beyond  EPA.  It's  solution  can 
be^n  at  OIRA  and  0MB.  I  would  encourage  people  there  to  begin. 

Dr.  Percival.  Environmental  regulation  is  clearly  too  complex 
and  its  complexity  doesn't  benefit  anyone.  It  doesn't  benefit  the  reg- 
ulated community.  It  doesn't  benefit  environmentalists.  It  might 
benefit  a  handful  of  Washington  lawyers.  It  certainly  doesn't  bene- 
fit State  and  local  governments. 

We  need  to  focus  more  on  how  we  can  make  environmental  regu- 
lation   simpler   and    more    flexible    and   more    sensible.    And    I'm 


174 

pleased  with  a  couple  of  initiatives  that  EPA  has  been  undertaking 
in  this  area.  One  is  the  notion  that  we  might  get  a  lot  more  bang 
for  our  buck  if  we  also  try  to  negotiate  with  industry  the  notion  of 
voluntary  reductions  in  the  amount  of  toxic  discharges.  Let  indus- 
try figure  out  the  best  and  cheapest  way  to  get  those  additional  re- 
ductions, as  an  alternative  to  imposing  a  lot  of  new  requirements 
for  reductions  that  are  going  to  be  very  complicated  and  expensive 
to  achieve. 

Mr.  CoNDiT.  Thank  you  very  much.  Mrs.  Thurman,  does  that 
conclude  your  followup  questions? 

Mrs.  Thurman.  I  have  one  or  two  more. 

Mr.  CoNDiT.  I  hate  to  just  move  it  along,  but  I  need  to  do  that. 

Dr.  Wargo.  a  very  quick  response.  I  think  you  put  your  finger 
on  a  very  important  problem,  this  overlap  between  Federal  and 
State  regulation.  And  all  I  can  say  is  that  if  EPA  did  take  a  lead, 
perhaps  in  concert  with  other  groups,  such  as  the  National  Acad- 
emy of  Sciences,  in  trying  to  identify  which  are  the  things  we  ought 
to  be  worrying  about  and  where  we've  made  significant  advances 
in  our  technical  analyses,  these  advances  spill  down  to  the  States. 

I  know  for  a  fact  that  in  the  area  of  hazardous  air  pollution  that 
Adam  has  worked  on,  or  other  public  safety  issues  that  John  Gra- 
ham has  worked  on,  or  the  pesticide  arena  that  I've  worked  on, 
when  the  Academy  comes  out  with  a  report  saying,  "We  think  the 
risks  are  allocated  in  this  area,  and  here  are  some  reasonable  man- 
agement strategies,"  these  help  States  tremendously. 

So  the  effort  that  you  would  be  supporting  by  either  encouraging 
the  Executive  order  or  codifying  it  in  law,  I  think,  would  have  a 
direct  influence  in  relieving  the  analytical  burden  from  the  States. 

Mr.  CoNDiT.  I  would  like  to  turn  to  Mr.  dinger.  He  has  a  couple 
of  followup  questions. 

I'm  sorry,  Mrs.  Thurman,  did  you — I'm  going  to  have  to  do  a  risk 
assessment  here  in  a  minute. 

Mrs.  Thurman.  I  was  just  going  to  say  to  Dr.  Graham,  I  haven't 
ignored  you,  because  I've  been  reading  you  for  a  long  time,  since 
I  found  out  where  you  came  from.  And  if  you  have  a  student  that 
would  like  to  have  an  internship,  unpaid,  in  my  office,  I'd  love  to 
have  somebody  come  work  with  me. 

Dr.  Graham.  They're  going  to  be  lined  up  outside  the  door.  You 
can  be  assured  of  that. 

Mrs.  Thurman.  I  said  unpaid.  Remember  that. 

Mr.  CONDIT.  With  that,  we'll  go  to  Mr.  dinger. 

Mr.  Cle^ger.  Thanks  very  much,  Mr.  Chairman.  I  would  just  put 
in  a  plug  for  an  amendment  that  I'm  going  to  be  offering  tomorrow 
on  the  EPA  bill  which  directs  the  Administrator  to  consider  strate- 
gies for  flexibility,  for  simplification,  for  looking  at  this  universe 
and  saying  it's  not  a  one-solution-solves-all,  but  let's  work  on  a 
strategy  to  begin  to  address  the  complexity  of  what  we're  talking 
about. 

I  think  there's  some  resistance  to  that  amendment  on  the 
grounds,  again,  that  it's  perceived  that  it's  going  to  be  undercutting 
efforts  to  improve  the  environment.  That's  clearly  the  exact  oppo- 
site of  what  I'm  trying  to  get  at  here,  that  we  really  need  to  be  pro- 
moting flexibility  in  the  way  we  go  about  this. 
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Mr.  Wood,  the  big  buzz  word  these  days  is  unfunded  mandates. 
Gary  and  I  are  in  a  caucus  that  deals  with  unfunded  mandates, 
and  it's  a  serious  problem,  I  think,  in  the  Nation  because  as  we  run 
out  of  money,  we  have  not  run  out  of  the  things  we'd  like  to  tell 
the  States  and  local  governments  to  do.  We  continue  to  do  that,  but 
we  are  finding  it  hard  to  come  up  with  the  resources  to  give  you 
to  do  it  with. 

How  big  a  problem  is  that  in  terms  of  what  you  get  from  the  Fed- 
eral Government  with  regards  to  EPA?  How  large  a  part  of  the  un- 
funded mandate  problem  is  the  EPA  with  the  States? 

Mr.  Wood.  The  discussion  that  I've  heard  today  here  focuses  pri- 
marily on  what  kind  of  resources  does  the  EPA  have  to  do  this  job? 
And  I'm  real  pleased  you  asked  the  question  because,  as  I  said  ear- 
lier, the  rubber  meets  the  road  in  the  State;  the  rubber  meets  the 
road  in  the  local  jurisdictions. 

To  give  you  an  example,  you  talk  about  making  it  simple.  How 
simple  can  you  get  it?  We  have  communities  in  the  State  of  Ne- 
braska that  are  small  communities,  65  percent  under  500  popu- 
lation. As  those  communities  look  at  complying  with  the  Safe 
Drinking  Water  Act,  as  they  look  at  complying  with  the  Clean 
Water  Act,  in  terms  of  waste  water  discharges,  the  list  of  regula- 
tions that  Mr.  Mica  held  up  earlier  is  drowning  those  people,  and 
here's  what's  happening. 

They're  looking  at  not  tying  into  a  public  drinking  water  system. 
What  they're  looking  at  is  disbanding  the  public  drinking  water 
system  and  using  private  wells.  The  regulations  are  driving  them 
in  the  wrong  direction. 

These  gentlemen,  the  academics,  would  tell  you  that  in  terms  of 
risk  to  the  public,  that's  the  wrong  thing  to  do.  And  at  the  same 
time,  in  terms  of  putting  money  into  bringing  their  waste  water 
treatment  plants  up  to  current  and  future  specifications,  they're 
looking  at  going  to  septic  systems,  disbanding  the  waste  water 
treatment  system.  And  then  you've  got  drinking  water  wells  septic 
systems  sitting  side  by  side,  and  I  can  let  you  imagine  the  risk  that 
that  has. 

At  the  State  level  and  at  the  local  level,  you  can  get  just  about 
any  number  you  want  developed  by  the  various  and  sundry  State 
associations  of  the  million  and  billion  dollar  gap  between  what  we 
have  to  do  and  the  resources  we're  getting.  And  the  National  Gov- 
ernors' Association  is  adopting  today,  in  fact,  a  resolution  that  says 
that  if  you're  going  to  give  us  new  mandates,  you  need  to  give  us 
the  money  to  do  those  things. 

If  you're  not  going  to  give  us  the  money  to  do  it,  for  heaven's 
sakes,  give  us  the  ability  and  the  flexibility  to  determine,  of  those 
things  on  our  plate,  what  the  most  important  things  are  to  do. 
Allow  us  to  manage  the  risk.  Allow  us  to  put  the  resources  where 
they  do  the  absolute  most  good. 

In  the  State  of  Nebraska,  I've  got  a  State  revolving  fund  program 
under  the  Clean  Water  Act,  and  in  addition,  I've  got  a  small  com- 
munity grant  program.  As  a  State,  we  try  to  put  those  together  to 
enable  those  small  communities  to  afford  water  system  improve- 
ments. 

But  when  I've  got  those  small  communities  that  have  higher 
than  the  statewide  median  age,  aging  communities,  and  lower  than 
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median  incomes,  and  then  look  at  the  cost  simply  of  paying  the 
monthly  bill  for  a  waste  water  treatment,  it  gets  to  the  point  where 
it's  a  significant  percentage  of  their  income  and  they  can't  afford 
it. 

That's  the  problem,  and  I  know  the  Federal  Government  doesn't 
have  a  pot  of  gold  at  the  end  of  the  rainbow  that  you're  willing  to 
give  us.  So  what  we're  saying,  what  the  Governors  are  saying  is, 
"Give  us  the  flexibility  to  put  our  resources  at  the  place  where  it 
makes  the  most  sense." 

Mr.  Cl^ger.  Under  the  present  system  that  EPA  operates 
under,  in  terms  of  risk  assessment,  would  it  be  fairer  to  say  that 
the  protocol  basically  escalates  the  threat  and  also  increases  the 
cost?  Is  it  because  there's  a  great  deal  of  rigidity  and  inflexibility 
in  the  present  procedure? 

Mr.  Wood.  That's  the  problem  that  we  see.  The  Executive  order, 
the  discussions  that  we've  heard  have  talked  in  terms  of  doing  a 
risk  assessment,  and  we  all  know  that,  as  has  been  discussed 
today,  that  the  individual  laws  themselves  have  stops  on  what  can 
and  what  can't  be  done. 

You  can't,  in  the  Safe  Drinking  Water  Act,  you  can't  look  at  the 
cost  of  compliance.  You've  got  to  go  all  the  way  to  the  best  treat- 
ment technology.  Those  are  the  kinds  of  things  that  need  to  be 
looked  at  in  concert  with  an  overarching  responsibility  of  balancing 
risks — doing  a  risk  assessment.  And  an  assessment  is  just  a  start- 
ing place. 

The  people  on  the  ground  in  the  States  and  local  communities 
are  going  to  have  to  then  balance  those.  If  we  don't  have  the  ability 
to  do  that  statutorily,  then  I'm  here  to  say,  based  on  my  20  some 
odd  years  of  running  environmental  programs  in  the  States,  that 
EPA  is  not  going  to  be  able  to  allow  us  to  do  that. 

Mr.  CoNDiT.  Thank  you,  Mr.  Clinger.  We're  going  to  finish  this, 
but  you've  made  me  think  of  something  that  we  were  talking  about 
just  a  minute  ago. 

Mr.  Clinger  and  myself,  Mrs.  Thurman,  all  of  us  have  been  ex- 
tremely involved  in  unfunded  mandates  and  how  States  and  local- 
ities deal  with  that.  Mr.  Wood,  you  represent  the  National  Grov- 
ernors  Association.  Have  the  Governors  dealt  with  risk  assessment 
on  the  State  level?  Do  they  have  risk  assessment  programs?  Does 
Nebraska  have  risk  assessment? 

Mr.  Wood.  I'm  glad  you  asked  the  question.  There  are  some  21 
States  that  responded  in  a  1991  survey  done  by  the  National  Gov- 
ernors' Association  and  that's  3  years  ago — that  they,  at  that  point, 
were  doing  comparative  risk  analysis,  doing  risk  assessments,  and 
trying  to  decide,  of  the  limited  resources,  what's  the  most  impor- 
tant thing  to  do. 

And  yes,  we're  doing  that  in  our  State.  I  have  my  agency  budget. 
Governor  Nelson  said  2  years  ago,  "When  you  give  me  your  budget, 
I  want  it  to  be  a  risk-driven  budget.  I  want  it  to  be  based  on  prior- 
ities. What  is  it  that  you're  not  going  to  do?  What's  at  the  bottom 
of  the  list?  What's  at  the  top  of  the  list?" 

To  do  that,  we've  gone  through  the  process  of  deciding  what's 
most  important  in  terms  of  protection  of  the  public  health  and  the 
environment.  That's  our  yardstick.  And  so  yes,  we're  doing  that. 
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Mr.  CoNDiT,  I  want  to  thank  all  of  you  very  much.  You've  done 
an  outstanding  service  for  the  committee  and  to  the  citizens  of  the 
country,  and  I  appreciate  your  being  here  very  much.  Thank  you 
very  much  for  your  time. 

Mrs.  Thurman.  Mr.  Chairman,  could  I  ask  Mr.  Wood  to  give  us 
those  21  other  States? 

Mr.  CONDIT.  Can  you  provide  that  list? 

Mr.  Wood.  Mr.  Chairman,  I  will  do  that. 

[The  information  can  be  found  in  the  appendix.] 

Mr.  CONDIT.  Thank  you. 

Mrs.  Thtjrman.  Thank  you,  Mr.  Chairman. 

Mr.  CONDIT.  We'll  take  panel  three,  and  we  want  to  thank  Dr, 
Lynn  Goldman  for  her  patience.  She's  been  here  all  morning  and 
we  appreciate  her  being  here  and  waiting  all  this  time. 

Dr.  Goldman  is  the  Assistant  Administrator  for  Prevention,  Pes- 
ticides, and  Toxic  Substances  and  vice  chairman  of  the  Science  Pol- 
icy Council  for  the  U.S.  Environmental  Protection  Agency,  and 
we're  delighted  that  you're  here  and  we  appreciate  it.  Dr.  Goldman. 

STATEMENT  OF  LYNN  GOLDMAN,  ASSISTANT  ADMINISTRATOR 
FOR  PREVENTION,  PESTICIDES,  AND  TOXIC  SUBSTANCES 
AND  VICE  CHAIRMAN,  SCIENCE  POLICY  COUNSEL,  U.S.  ENVT- 
RONMENTAL  PROTECTION  AGENCY,  WASHINGTON,  DC 

Dr.  Goldman.  Thank  you  very  much,  and  it's  indeed  been  a  very 
interesting  morning.  Let  me  array  my  things  here. 

Good  afternoon.  I  guess  we  have  Mr.  Condit,  Mr.  dinger,  Ms. 
Brown  and  that's  it  for  the  committee.  I'd  like  to  thank  you  for  in- 
viting me  to  speak  with  you  about  the  importance  of  risk  assess- 
ment and  its  relationship  to  the  mission  of  the  U.S.  Environmental 
Protection  Agency.  The  EPA  welcomes  your  concern  and  interest  at 
this  time.  I  would  request  that  my  written  statement  be  included 
as  part  of  the  record. 

As  the  EPA  addresses  risk  assessment,  we  keep  in  mind  several 
principles  that  have  been  articulated  by  Administrator  Browner: 
the  importance  of  using  good  science  in  environmental  regulation, 
the  need  to  address  environmental  justice  and  inequities,  the  need 
to  create  partnerships  with  States  and  local  communities,  the  need 
to  provide  the  flexibility  required  to  achieve  the  standards  that  we 
all  want,  and  the  need  to  foster  a  sound  economy. 

We  also  share  the  goals  of  the  President  and  Vice  President  to 
reinvent  government  so  that  it  will  work  better  for  people. 

In  my  testimony  today  I'll  give  you  a  brief  overview  of  how  the 
EPA  approaches  and  uses  risk  assessment,  as  well  as  the  steps 
that  we're  taking  to  continually  improve  our  risk  assessment  proc- 
ess. 

As  Sally  Katzen  mentioned,  the  White  House  has  convened  an 
interagency  working  group  to  look  broadly  at  risk  policy  issues,  in- 
cluding risk-related  provisions  of  various  legislative  proposals.  The 
administration  is  hoping  to  develop  more  consistent  approaches  to 
risk  analysis  across  Federal  agencies  responsible  for  protecting 
public  health  and  the  environment.  The  EPA  is  very  involved  in 
these  efforts  and  I,  in  fact,  will  serve  as  a  vice-chair  of  the  risk  as- 
sessment task  force. 
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The  Federal  Government,  including  the  EPA,  has  a  long  track 
record  of  using  risk  assessment  to  protect  people.  Since  the  1950's, 
as  the  science  has  evolved,  evermore  sophisticated  risk  assessment 
schemes  have  been  developed  to  assess  the  risks  of  pesticides  and 
chemicals,  not  only  to  people,  but  now  also  to  the  environment. 

A  commonly  asked  question  about  risk  assessment  is  why  do  we 
use  animal  testing  data?  The  obvious  answer  is  that  we  can't  put 
humans  at  risk.  The  danger  of  using  humans  as  guinea  pigs  is 
demonstrated  by  the  case  of  asbestos-related  disease  in  miners  and 
the  public  outciy  against  the  recent  disclosure  of  the  use  of  humans 
in  radiation  and  chemical  testing  in  the  1950's. 

The  development  of  a  common  risk  assessment  framework  to  as- 
sess cancer  risks  was  enhanced  by  a  1983  National  Academy  of 
Sciences  Report  entitled  "Risk  Assessment  in  the  Federal  Govern- 
ment," also  known  as  the  Red  Book. 

In  1986  the  EPA  released  a  set  of  risk  assessment  guidelines 
dealing  with  cancer,  mutations,  chemical  mixtures,  risk  during 
pregnancy,  and  how  to  assess  exposures.  Since  the  scientific  basis 
of  risk  assessment  is  evolving,  the  methods  we  use  should  not  be 
frozen  in  time.  On  the  one  hand,  we're  constantly  learning  about 
new  health  and  environmental  concerns.  For  example,  we  have  the 
new  concerns  about  environmental  estrogen.  On  the  other  hand,  re- 
search has  led  us  to  conclude  that  some  laboratory  evidence  is  not 
applicable  to  humans.  Therefore,  we  need  the  flexibility  to  incor- 
porate new  science  into  our  risk  assessment  methods. 

As  you've  heard  today,  risk  assessment  is  iust  a  tool,  and  it  al- 
lows us  to  neatly  summarize  a  lot  of  complex  scientific  data.  It 
makes  our  decisionmaking  easier  and  more  consistent,  but  to  man- 
age risks,  we  have  to  look  at  a  number  of  other  factors,  such  as  so- 
cietal expectations,  economics,  feasibility,  equity,  and  other  issues. 

Some  risk  management  decisions  are  based  on  different  legisla- 
tive paradigms,  with  which  you  are  all  familiar:  the  risk-based 
Clean  Air  Act,  best  available  technology,  as  exemplified  in  the  cur- 
rent Clean  Water  Act,  and  risk-benefit  balancing  contained  in  the 
FIFRA  and  TSCA.  The  policy  choices  are  made  by  elected  officials 
who  represent  the  public  with  input  from  informed  scientists  and 
technicians.  The  public  does  not  expect  that  technicians  will  actu- 
ally make  these  decisions. 

EPA  develops  numerous  risk  assessments  every  year,  and  I've 
brought  some  of  these  along  to  demonstrate  how  they  range  in 
complexity  from  relatively  simple  data  requirements  to  more  com- 
plex ones. 

What  I  have  here  is  something  called  a  premarket  notification 
under  TSCA.  We  issue  about  1,000  of  these  a  vear.  You  can  see  it's 
kind  of  skinny.  This  is  a  decision  that  actually  industry  likes  be- 
cause it  allows  industry,  as  they  develop  new  chemicals,  to  be  able 
to  bring  them  to  the  market.  Under  TSCA,  the  enabling  statute,  we 
review  these  in  90  days  and,  with  not  a  lot  of  data,  are  able  to 
make  a  decision. 

Similarly,  I  have  a  decision  on  a  pesticide  experimental  use  per- 
mit. This  is  a  permit  that  allows  a  pesticide  company  to  use  the 
new  pesticide  in  a  field  trial,  which  is  a  very  important  step  in 
bringing  a  pesticide  to  the  market.  Again,  it's  a  relatively  skinny 
document. 
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Here  I  have  a  water  quality  criterion  for  ammonia  and  salt 
water.  It's  fatter.  It's  supported  by  several  boxfulls  of  paper,  but 
this  is  a  rule  that  would  have  truly  national  significance. 

And  here,  at  the  greatest  extreme,  is  the  air  criteria  document 
for  ozone.  This  is  a  decision  that  affects  every  person  in  the  coun- 
try. We  all  breathe,  and  ozone  is  formed  as  a  result  of  automobile 
emissions,  and  so  this  is  based  on  shelf-feet  and  shelf-feet  and 
shelf-feet  of  data,  which  are  summarized  in  this  little  package  here. 
It  requires  complex  analysis  because  we're  talking  about  decisions 
that  affect  the  economy  and  all  of  our  health. 

EPA  uses  risks  to  set  priorities.  For  example,  in  Administrator 
Browner's  budget-planning  process  for  fiscal  year  1995,  she  had  all 
of  us  look  at  ways  to  disinvest  15  percent  in  our  lowest  risk  areas 
in  our  programs  and  to  invest  15  percent  in  the  highest  risk  areas. 
She  also,  along  with  the  White  House,  identified  substantial  re- 
sources within  the  agency  to  address  the  problem  of  global  climate 
change,  which  is  a  major  risk  that  we  have  not  been  addressing, 
by  cutting  from  areas  of  lower  risk. 

So  within  the  discretion  that  we  do  have  within  the  administra- 
tion, I  believe  that  we  are  trying  to  set  priorities  according  to  risk. 
Some  would  have  EPA  conduct  more  expensive  risk  assessments 
for  everything  we  do  in  order  to  make  better  decisions.  Allow  me 
to  describe  to  you  the  implications  for  EPA,  the  regulated  commu- 
nity, and  the  public  of  developing  a  full-blown  comprehensive  risk 
assessment  in  support  of  every  regulatory  decision. 

The  implications  for  EPA  would  be  that  we  would  need  to  employ 
many  additional  highly  graded  scientific  staff.  There  would  not  be 
commensurate  improvement  in  our  regulations,  and  routine  deci- 
sions which  now  require  a  minimal  amount  of  data  would  be  de- 
layed. 

The  implications  for  the  industry  would  be  enormous.  First,  there 
would  be  an  enormous  increase  in  data  requirements  and  trans- 
action decisions  that  are  critically  needed  to  do  business,  such  as 
the  experimental  use  permit  and  the  premarket  notification  that  I 
showed  you. 

Second,  decisions  with  time  value,  like  the  experimental  use  per- 
mit, which  needs  to  be  timed  to  the  growing  season,  could  be  de- 
layed. 

Finally,  public  health  would  not  be  better  protected.  It's  really 
appropriate  for  us  to  put  a  commensurate  amount  of  effort  to  look 
at  risks  into  problems  for  the  areas  that  are  actually  the  most  im- 
portant for  the  public  health. 

EPA  is  continually  working  to  improve  our  risk  assessment  ap- 
proaches. We  need  to  be  clearer  about  our  assumptions  and  models 
and  when  to  depart  from  them.  We  need  to  address  the  unique 
risks  of  infants  and  children,  and  these  are  things  that  have  been 
recommended  to  us  by  the  National  Academy  of  Sciences  in  this  re- 
port entitled  "Science  and  Judgement  and  Risk  Assessment."  It  was 
released  a  couple  of  weeks  ago,  and  it  is  a  very  comprehensive 
summary,  not  only  of  the  state-of-the-art  and  what  the  agency 
does,  but  also  the  professional  opinions  of  a  mix  of  scientists  who 
were  involved  in  doing  this  assessment  of  what  we  could  do  to  do 
a  better  job. 
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This  report  did  support  the  notion  that  we  should  spend  the  most 
time  on  the  most  important  hazards.  As  a  doctor,  the  clearest  anal- 
ogy for  me  is  how  I  would  approach  treating  a  patient.  Every  chest 
is  not  a  heart  attack.  Every  headache  is  not  brain  cancer.  You  start 
with  a  history  and  physical,  and  you  order  the  tests  that  are  need- 
ed. So  it  needs  to  be  for  assessing  risks. 

EPA  is  continuing  to  study  this  issue.  We're  providing  funding 
for  a  $1  million  study  by  the  National  Association  of  Public  Admin- 
istration to  examine,  among  other  things,  risk  assessment  and  re- 
source distribution  procedures  at  the  EPA.  And  we  are  also  helping 
to  support  a  new  National  Academy  of  Sciences  study  to  explore 
the  issue  of  risk  characterization. 

We  have  also  recently  convened  a  senior  level  Science  Policy 
Council,  which  is  chaired  by  the  Deputy  Administrator  Robert 
Sussman  and  vice-chaired  by  myself 

In  conclusion,  we  appreciate  the  continuing  interest  of  the  Con- 
gress in  risk  assessment.  EPA  is  serious  about  risk  analysis.  In 
fact,  EPA  has  pioneered  the  use  of  risk  analysis  to  protect  public 
health  and  the  environment. 

I  believe  that  we  are  in  the  forefront  of  risk  assessment  innova- 
tion. Although  EPA  agrees  with  the  National  Academy  of  Sciences 
that  our  basic  approach  to  risk  assessment  is  sound,  given  the 
state  of  science  and  data  available,  we  also  realize  that  we  need  to 
continually  improve  our  practices  in  numerous  ways.  Thus,  we  wel- 
come the  White  House  process  that  we're  participating  in,  to  do 
that  across  the  Federal  Government. 

Thank  you  again  for  asking  me  here  to  talk  to  you  about  this  im- 
portant subject. 

[The  prepared  statement  of  Ms.  Goldman  follows:] 
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Mr.  Chairmen  and  members  of  the  Subcommittees: 

I  am  pleased  to  have  the  opportunity  to  testify  before  you  on  the  topic  of 
risk  assessment,  on  behalf  of  the  Environmental  Protection  Agency  (EPA). 

As  requested,  Mr.  Chairman,  my  testimony  today  covers  the  current  use  of 
risk  assessment,  comparative  risk  analysis,  risk  communication  and  cost/benefit 
analysis  at  the  Agency,  and  the  matter  of  potential  legislation  on  the  conduct  of 
these  analyses. 

Definitions 

It  is  helpful  to  keep  in  mind  the  distinctions  among  the  various  terms  used  in 
these  discussions.    I  have  provided  below,  definitions  for  risk  assessment,  risk 
management,  comparative  risk  assessment,  risk  communication,  and  cost  benefit 
analysis  together  with  some  perspectives  on  their  appropriate  application  and  their 
strengths  and  weaknesses. 

EPA,  like  many  other  Federal  agencies,  has  adopted  the  terminology  of  the 
National  Academy  of  Sciences/National  Research  Council  as  provided  in  its  1983 
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report  entitled  "Risk  Assessment  in  the  Federal  Government:    Managing  the 
Process"  and  reiterated  in  its  recent  report  "Science  and  Judgement  in  Risk 
Assessment"  (1994  NAS/NRC  report).    A  major  recommendation  of  the  report  was 
to  distinguish  the  scientific  assessment  of  risk  from  other  elements  of  regulatory 
decision  making  (risk  management)  such  as  legislative  requirements,  technology 
feasibility,  and  social  and  economic  impact  analysis.    This  distinction  ensures 
decision  makers  and  the  public  that  analysis  and  judgment  of  the  nature  and  size  of 
risk  is  governed  by  scientific  principles  and  policies,  and  not  prejudiceTftoward 
particular  economic  or  social  outcomes  associated  with  regulatory  decisions.   As 
specifically  pointed  out  in  the  1994  report,  this  does  not  mean  that  there  is  not 
communication  between  risk  assessors  and  risk  managers  about  what  the 
assessment  of  risk  needs  to  address  in  order  to  support  decisions.    It  also  does  not 
mean  that  risk  assessment  is  the  only  science  used  in  a  management  decision. 
Clearly  the  social  sciences  and  engineering  science,  for  example,  contribute  greatly 
to  such  decisions  in  terms  of  assessing  the  feasibility  and  acceptability  of 
alternative  policies. 

Risk  Assessment:    Risk  assessment  is  a  set  of  tools  used  to  summarize  a  body  of 
scientific  data  to  inform  decisions.   The  NAS  paradigm  defines  four  elements  of 
risk  assessment:    hazard  assessment,  dose-response  assessment,  exposure 
assessment,  and  risk  characterization.    Risk  characterization  is  the  presentation  of 
scientific  findings  and  their  strengths  and  weaknesses  so  that  decision  makers  can 
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understand  and  use  the  information  effectively,  along  with  other  analyses 
supporting  their  decisions. 

The  bases  of  risk  assessment  are  empirical  data  and  analyses  based  on 
general  scientific  knowledge  and  accepted  principles.    These  analyses  do  contain 
elements  of  judgment  or  inference.    Technical  judgments  are  based  on  scientific 
data  such  as  amounts  of  intake  of  food,  water,  and  air.    Inferences  are  drawn 
about  whether,  for  example,  effects  seen  in  animals  may  occur  in  humans.    As 
noted  in  both  1983  and  1994  NAS/NRC  reports,  the  process  of  risk  aSSessment 
requires  the  use  of  scientific  judgment  and  inferences  to  bridge  gaps  in  our 
knowledge.    This  requirement  suggests  that,  unless  we  have  direct  information  on 
risk  to  exposed  populations,  we  must  use  animal  toxicology  data  and  modeling 
techniques  to  estimate  human  risk. 

A  major  point  about  assessments  of  environmental  risks,  both  health  and 
ecological,  is  that  they  result  in  characterizations  and  predictions  about  risk.   The 
assessments  are  as  strong  or  as  limited  as  the  quality  and  depth  of  data  available. 
EPA's  risk  assessments  are  not  meant  to  be  estimates  of  true  risk.   They  are  in  no 
way  comparable  to  actuarial  risk  statements  such  as  annual  highway  accident 
statistics.    It  is  thus  troubling  and  misleading  when  estimates  are  spoken  of  or 
used  as  though  they  were  the  same  as  actuarial  risks.    This  makes  it  all  the  more 
important  that  the  strengths  and  weaknesses  of  the  assessment  methods  and  data 
are  explained  carefully  when  the  estimates  are  presented  and  when  they  are  used. 
The  1994  NAS/NRC  report  recommends  that  EPA  work  much  harder  to  make  these 


184 


explanations  clear  and  usable  for  risk  managers,  and  we  will  be  acting  on  this 
recommendation. 

Science  does  not  stand  still.    As  more  is  learned  about  the  biological  effects 
of  environmental  contaminants  generally  and  about  effects  and  exposure  to  a 
particular  contaminant,  our  risk  assessment  tools  will  be  updated.    At  the  present 
time  our  understanding  of  biological  mechanisms  or  action  of  chemicals  is  growing 
rapidly.   The  development  of  the  science  of  risk  assessment  must  remain  flexible  in 
order  to  progress  as  knowledge  of  underlying  phenomena  improves.    ^  progress 
occurs,  risk  estimates  will  change  for  individual  contaminants.    This  will  be 
disconcerting  to  those  who  have  treated  estimates  as  facts,  but,  in  truth,  should 
be  understood  as  part  of  the  evolution  of  the  science  and  as  adding  to,  not 
detracting  from,  the  credibility  of  the  science. 

Risk  Management:    How  the  Agency  conducts  risk  management  is,  by  contrast, 
less  consistent  because  of  the  different  provisions  of  the  statutes  involved. 
Certain  statutes  may  require  EPA  to  conduct  only  part  of  a  risk  assessment  such  as 
the  assessment  of  hazard  (Is  it  a  carcinogen  under  the  Delaney  clause?),  or  only  an 
assessment  of  exposure  (Is  exposure  widespread  enough  to  require  industry  to 
perform  toxicology  tests?)  or  they  may  require  a  full  risk  assessment.    Other 
statutes  may  require  EPA  to  make  a  decision  based  only  on  risk  assessment,  or  on 
hazard  identification  coupled  with  identification  of  best  available  control 
technology,  or  on  a  full  risk  assessment  coupled  with  cost/benefit  analysis.    For 
example,  the  statutory  findings  for  setting  ambient  air  quality  criteria  for, 
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say,  ozone  are  based  solely  on  the  elements  of  risk  assessment;  economic  and 
technology  analyses  may  be  used  only  in  considering  ways  to  achieve  the  criteria, 
not  in  setting  the  criteria.    On  the  other  hand,  emission  standards  for  air  toxics  and 
effluent  guidelines  depend  on  hazard  identification  and  analysis  of  available 
technology  or  feasible  technology.    In  still  another  statutory  construct,  regulation 
of  risk  from  existing  chemicals  under  the  Toxic  Substances  Control  Act  (TSCA)  and 
the  Federal  Insecticide,  Fungicide  and  Rodenticide  Act  (FIFRA)  requires  balancing 
risk  reductions  against  economic  impact  of  regulation  and  the  risks  of^ubstitutes. 
There  are  numerous  other  statutory  constructs  governing  regulatory  decisions  at 
EPA,  requiring  still  other  combinations  of  analyses.    Regulatory  risk  management 
therefore  has  a  very  broad  potential  scope.    Risk  assessment  is  a  component  of 
varying  contribution. 

Comparative  (relative)  risk:   The  purpose  of  this  kind  of  analysis  is  to  set  priorities. 
It  asks  the  question.  What  are  the  most  important  environmental  priorities? 
recognizing  that  limited  resources  need  to  be  applied  as  rationally  as  possible  to 
address  the  most  important  problems  first.    Risk  assessment  is  only  one  piece  of 
this  exercise.    Because  knowledge,  data  available,  and  methods  used  to  estimate 
risk  on  large  numbers  of  risk  problems  are  very  uneven  in  scope  and  depth  from 
one  problem  to  the  next,  comparative  risk  analyses  may  be  rudimentary  and  highly 
subjective  as  far  as  the  science  part  goes.   The  outcome  is  a  social  policy  analysis 
based  on  many  complex  social  and  economic  choices.    Nevertheless,  the 
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Administration  is  committed  to  broadening  the  use  of  comparative  risk  analyses  to 
help  improve  risk  regulation. 

Comparative  risk  analysis,  in  projects  at  EPA,  has  been  used  to  describe 
related  but  quite  different  processes.   The  first  is  the  exercise  undertaken  by  EPA 
in  its  "Unfinished  Business"  report  and  subsequently  extended  by  each  EPA 
regional  office,  which  involved  ranking  the  health  and  ecological  risks  and  the 
economic  impacts  (welfare  effects)  associated  with  the  broad  range  of 
environmental  problems  that  concern  EPA.    This  work  was  reviewed  B^  EPA's 
Science  Advisory  Board,  which  added  additional  perspectives  to  priorities, 
particularly  in  the  ecological  risk  area,  and  recommended  several  improvements  to 
the  methods. 

The  second  comparative  risk  process  is  one  that  is  underway  at  the  state 
and  local  government  level  with  support  from  EPA.   The  goal  of  this  work  is  to 
bridge  science  and  public  values  so  that  consensus  can  be  reached  on  future 
environmental  directions  at  the  state  and  local  level.   The  work  includes  public 
involvement  to  define  public  expectations;  a  ranking  of  health,  ecological  and 
quality  of  life  (economic  and  social  impacts)  risks;  and  a  process  for  developing 
strategies  for  acting  on  agreed  environmental  priorities.    A  major  project  of  this 
kind  is  underway  in  California,  for  example. 

There  are  many  areas  of  difficult  judgment  in  a  comparative  risk  analysis, 
some  about  science,  but  even  more  that  engage  other  technical  disciplines  and 
social  values.   There  are  difficult  balancing  judgements  to  be  made  about  issues 
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such  as,  for  example,  comparing  the  relative  importance  of  species  endangerment, 

groundwater  contamination,  and  cancer  risk  from  pollutant  exposure.    Issues  such 

as  environmental  equity  and  economic  impact,  and  public  perceptions  come  into 

play  at  every  step.    Expectations  of  equity,  economic  benefit  and  use  of 

environmental  resources  may  vary  widely.    So,  comparative  risk  assessment,  while 

providing  valuable  information  for  policy  makers,  cannot  substitute  for  the  policy 

making  process. 

Each  of  these  analyses  may  be  important  in  making  national  deSTsions.    It  is, 

however,  essential  for  the  integrity  of  decision  making  to  recognize  their  different 

purposes  and  ingredients.    It  would  be  misleading  to  advertise  a  comparative  risk 

decision,  for  example,  as  being  dictated  solely  by  scientific  principles. 

Risk  Communication:    This  communication  occurs  at  many  levels  and  for  many 

purposes.   The  subject  and  its  difficulties  have  given  rise  to  a  sizeable  literature 

and  a  number  of  studies.   The  following  remarks  by  Cohrssen  and  Covello'  ,  who 

have  studied  the  subject  for  many  years,  capture  many  of  its  facets: 

Scientific  information  about  health  and  environmental  risks  is  communicated 
to  the  public  through  a  variety  of  channels,  ranging  from  warning  labels  on 
consumer  products  to  public  meetings  involving  representatives  from  government, 
industry,  the  media,  and  the  general  public.   These  communication  efforts  can  be 
frustrating  for  both  risk  communicators  and  for  the  intended  recipients  of  the 
information....    Government  officials,  industry  representatives,  and  scientists  often 
complain  that  laypeople  do  not  accurately  perceive  and  evaluate  risk  information. 
Representatives  of  citizen  groups  and  individual  citizens  are  often  equally 


^Cohrssen,  J.J.  and  Covello,  V.T.  (1989)  Risk  Analysis:  A  Guide  to  Principles  and 
Methods  for  Analyzing  Health  and  Environmental  Risks.  United  States  Council  on 
Environmental  Quality.    NTIS  Order  No.  PB  89-137772. 
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frustrated,  perceiving  risl<  communicators  and  risk  assessment  experts  to  be 
uninterested  in  their  concerns  and  unwilling  to  take  to  actions  to  solve  seemingly 
straightforward  health  and  environmental  problems.    In  this  context,  the  media 
often  serve  as  transmitters  and  translators  of  risk  information....    But  the  media 
have  to  be  criticized  for  exaggerating  risk  and  for  emphasizing  drama  over  scientific 
facts. 

This  quote  is  provided  to, illustrate  the  complexity  of  risk  communication, 

which  many  here  today  have  personally  encountered.    It  also  makes  the  point  that 

■  ^i 

risk  communication  is  much  broader  than  simply  a  thorough  explanation  of  a  risk 
assessment. 

Cost/benefit  analysis:   As  used  under  the  Toxic  Substances  Control  Act  and  the 
Federal  Insecticide,  Fungicide,  and  Rodenticide  Act  and  Executive  Order  (EO) 
12866,  this  is  an  analysis  to  compare  costs  and  benefits  of  regulatory  options, 
including  that  of  no  action,  over  time.    Generally,  benefits  are  more  difficult  to 
estimate  than  costs,  although  each  element  has  uncertainties.    Risk  information  is 
an  input  in  terms  of  human  health  impact  such  as  illnesses  or  deaths  avoided  or  in 
terms  of  ecological  harm  avoided.   Cost  inputs  include  compliance  costs  (private 
and  public)  as  well  as  the  costs  of  not  doing  something  else  with  the  investment. 
The  strengths  and  weaknesses  of  these  analyses  are  a  function  of  the  quality, 
scope,  and  depth  of  the  risk  and  cost  information  available  and  the  assumptions 
made.   Cost/benefit  analysis  is  a  tool  that  adds  perspective  to  decision  making 
along  with  other  social  and  economic  considerations. 
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Risk  Assessment  is  a  Basic  Tool,  Broadly  Used  in  Regulatory  and 
Priority-Setting  Work  at  EPA 

For  many  years,  the  EPA  has  used  risk  assessment  as  one  of  the 
fundamental  supports  for  its  decision  making.  As  pointed  out  under  the  discussion 
of  risk  management  above,  the  application  of  risk  assessment  tools  varies  from 
statute  to  statute  in  accordance  with  legislative  intent.    EPA  has  been  in  existence 
for  24  years.    In  that  time,  it  has  acquired,  piecemeal,  a  large  number'^f  statutory 
mandates  across  a  very  large  number  of  environmental  problems.    If  one  looks 
back  at  this  history,  one  can  see  a  number  of  different  paradigms  for  environmental 
decision  making.    In  the  first  statutes,  the  aim  was  to  define  national  criteria  for 
clean  air  and  water,  broadly  based  on  ubiquitous  effects  on  public  health  and  the 
environment,  and  to  require  states  to  take  measures  to  meet  the  criteria.   The  next 
statutes  were  aimed  at  finding  and  nationally  regulating  unreasonable  risks  posed 
by  sources  or  products  to  individuals  and  populations,  considering  cost/benefit 
analysis.   The  statutes  that  came  next  had  regulatory  schemes  of  various  sorts 
including  public  health  criteria  in  some,  and  technology-based  criteria  in  others. 
Most  recently,  the  Agency  is  expanding  efforts  in  the  area  of  pollution  prevention 
which  seeks  to  employ  safer  technologies  and  tries  to  reduce  unwanted,  harmful 
pollution.   The  result  for  EPA  has  been  regulatory  programs  with  different  levels  of 
flexibility  and  different  risk  and  cost  analyses  to  consider.    Virtually  every  statute 
EPA  administers  requires  findings  about  hazard  or  risk  to  be  made  in  regulatory 
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decisions.    Some  statutory  findings  support  decisions  on  criteria  for  allowable 
pollutant  levels  in  the  environment;    findings  of  this  kind  typically  call  for  criteria 
that  prevent  adverse  effects  on  public  health  with  an  "adequate  (or  ample)  margin 
of  safety".    Criteria  for  ubiquitous  air  pollutants  such  as  ozone  and  for  drinking 
water  contaminants  are  of  this  kind.    Other  statutory  findings  support  decisions  on 
control  of  risks  associated  with  production  or  use  of  commercial  products 
including,  for  instance,  package  labeling  requirements  and  restriction  of  allowable 
uses  for  the  product;   these  findings  typically  call  for  prevention  of  "uTTVeasonable 
risk"  considering  costs  and  benefits  of  regulation.  There  are  other  forms  of 
statutory  findings  about  hazard,  exposure,  or  risk,  supporting  numerous  other 
decisions.    Findings  using  a  range  of  terms  such  as  "significant  risk",  "may  present 
an  unreasonable  risk",  "imminent  hazard",  "widespread  exposure",  prevent  adverse 
effects  with  an  "ample  margin  of  safety"  and  others,  are  required  to  support 
decisions  on  clean  up  of  contamination,  listing  of  pollutants  for  regulation, 
identification  of  toxicity  testing  requirements,  research  priorities,  reporting 
requirements,  and  many  others. 

It  should  be  noted  that  required  findings  may  rest  on  one  or  more 
components  of  a  risk  assessment  or  a  full  risk  assessment.    For  instance,  findings 
to  support  setting  air  quality  criteria  under  the  Clean  Air  Act  (CAA)  are  based  on 
hazard  and  dose-response  components  only,  while  many  decisions  on  controlling 
uses  of  commercial  products  under  TSCA  or   FIFRA  are  based  on  full  risk 
assessments.    As  an  additional  example,  requirements  for  industry  to  conduct 
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toxicity  testing  on  chemical  substances  nnay  be  based  solely  on  a  finding  of 
widespread  exposure  to  the  substances. 

It  is  also  instructive  to  note  that  while  virtually  all  statutes  administered  by 
EPA  require  hazard  or  risk  findings,  only  two  require  cost/benefit  analysis,  and 
some  disallow  consideration  of  such  analysis  in  decisions.  For  example,  TSCA  and 
FIFRA  are  considered  "cost/benefit"  statutes.    On  the  other  hand,  cost/benefit 
analysis  may  not  lawfully  be  used  in  setting  air  quality  criteria  under  the  Clean  Air 
Act  or  drinking  water  contaminant  levels  under  the  Safe  Drinking  Wat^  Act. 

The  President  in  EO  12866  has  broadly  incorporated  risk  assessment  into 
Executive  Branch  decision  making,  consistent  with  existing  law.   This  order  directs 
that  "[i]n  setting  regulatory  priorities,  each  agency  shall  consider,  to  the  extent 
reasonable,  the  degree  and  nature  of  the  risks  posed  by  various  substances  or 
activities  within  its  jurisdiction."   The  order  also  requires  each  agency  to  base  its 
decisions  on  the  best  reasonably  obtainable  scientific,  technical,  economic,  and 
other  information  concerning  the  need  for  and  consequences  of  the  intended 
regulation.    Considerations  such  as  flexibility,  government  cost  of  enforcement  and 
compliance,  and  distributive  impacts  and  equity  are  to  be  included. 

It  is  fair  to  say  that  analyses  of  risk  or  its  components  are  an  essential  and 
everyday  part  of  the  business  of  the  EPA,  as  are  cost  and  technology  analyses. 
These  analyses  are  conducted  not  only  for  making  statutory  findings,  but  also 
routinely  as  a  basis  for  program  managers  to  decide  how  to  allocate  the  resources 
available  to  conduct  their  work.   In  my  own  office,  and  the  other  EPA  program 
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offices,  we  must  assign  our  staff  and  appropriated  funds  to  work  that  has  the 
most  importance  for  public  health  and  the  environment.    It  is  always  the  case  that 
the  agenda  of  potential  work  extends  beyond  the  resources  available;    we  use 
analyses  of  potential  risk  to  make  the  necessary  decisions  about  priorities  for 
investment  of  resources.   For  example,  Administrator  Browner  employed  such 
considerations  in  allocating  budget  resources  for  1 994  and  in  makln'^ 
recommendations  about  1995.  Many  of  these  are  screening  analyses  that  are  of  a 
limited  scope  and  depth.   They  are  done  only  to  a  level  of  analysis  th^tells  us 
which  problems  should  be  on  the  agenda  and  should  have  further  investment.    This 
process  is  iterative  and  is  a  process  recognized  and  recommended  in  the  NAS/NRC 
report. 

It  is  worth  noting  here  that  we  provide  the  results  of  our  analyses  to  state 
and  local  environmental  and  health  agencies  for  their  use.   We  also  conduct 
analyses  at  the  request  of  these  agencies,  or  as  joint  exercises,  or  they  provide 
their  work  for  our  consideration.   The  communication  in  this  regard  is  systematic 
and  continuous.    For  example  ,  the  EPA  information  data  base:    "Integrated  Risk 
Information  System"  (IRIS)  contains  agency  scientific  staff  consensus  assessments 
of  hazard  and  dose-response  data  on  over  600  substances.    IRIS  is  available  on-line 
through  the  National  Library  of  Medicine  nationwide  computer  link  and  is  available 
and  used  internationally  as  well.   Another  example  is  day  to  day  technical 
assistance  such  as  that  provided  through  the  AirRisc  technical  assistance  program 
operated  by  the  Office  of  Air  and  Radiation  and  the  Office  of  Research  and 
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Development  at  EPA,  which  responded  to  approximately  600  inquiries  in  1993. 
The  state  and  local  agencies  also  have  statutory  risk  findings  to  make  and  their 
program  managers  must  allocate  resources.    The  practices  of  risk  assessment  are 
their  daily  work  just  as  they  are  for  the  EPA.    There  is  a  national  community  of  risk 
assessors  as  well  as  an  international  one. 

For  the  future,  I  foresee  no  change  in  the  status  of  risk  assessment  as  a 
fundamental  part  of  all  of  our  activities.   There  is  also  no  question  that  the 
methods  and  scientific  basis  of  risk  assessment  will  change  and  improve,  as  they 
have  in  the   two  decades  of  EPA's  existence.  In  this  regard  the  NAS/NRC  report 
"Science  and  Judgment  in  Risk  Assessment"  will  play  an  important  role.    While  the 
report  was  mandated  by  the  Congress  under  Section  1 1 2  of  the  Clean  Air  Act  to 
particularly  address  the  assessment  of  risks  associated  with  exposure  to  hazardous 
air  pollutants,  it  also  applies  to  the  conduct  of  risk  assessment  generally.    The 
report  points  to  changes  that  will  improve  current  risk  assessment  practices,  to 
basic  research  that  will  improve  the  science  in  the  long  run,  and  to  near  term 
technical  developments  that  should  be  supported.   The  EPA's  newly  chartered 
Science  Policy  Council,  which  is  chaired  by  the  Deputy  Administrator,  and  for 
which  I  serve  as  Vice-Chair,  has  been  charged  to  plan  activities  for  improving  risk 
assessment  methods  in  view  of  the  recommendations  of  the  report.    Our  view  is 
that  the  methods  of  conducting  risk  assessments  must  change  continually  to 
incorporate  new  knowledge  gained  from  basic  research  and,  accordingly,  guidance 
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for  conducting  risk  assessments  must  not  become  a  set  of  inflexible  rules.    We  are 
encouraged  in  that  view  explicitly  by  the  NAS/NRC  report. 

Advisability  of  Legislation 

I  hope  that  I  have  made  it  clear  that  EPA  favors  and  extensively  uses  the 
tools  of  risk  assessment,  comparative  risk  assessment  and  the  other  analyses 
discussed.    Reservations  I  will  express  about  general  legislation  on  these  subjects 
should  not  leave  any  impression  to  the  contrary.  My  concern  is  that  the  tools  we 
have  must  be  allowed  to  be  used  flexibly  and  constructively,  and  that'^ur 
resources  must  be  used  productively. 

The  following  quotation  is  taken  from  the  NAS/NRC  report;    it  says  on  page 
E-14:  "Risk  assessment  Is  a  set  of  tools,  not  an  end  In  itself.   The  limited  resources 
available  should  be  spent  to  generate  information  that  helps  risk   managers  to 
choose  the  best  possible  course  of  action  among  the  available  options."   This 
quotation  is  worth  keeping  in  mind. 

I  am  concerned  that  the  aim  of  sorting  out  national  priorities  and  changing 
the  considerations  used  in  risk  decisions  uniformly  cannot  be  achieved  by  simply 
improving  risk  assessments,  or  even  by  just  requiring  certain  analyses  in  all 
decisions.   The  effect  would  be  to  drain  the  resources  and  time  of  EPA  programs 
into  performing  analyses  that  are  inconsistent  with  existing  statutes  and  to  cause 
confusion  about  which  decisions  are  science  based,  and  which  are  not.   A  program 
manager  at  EPA  must  have  some  discretion  to  rank  priorities  within  his  or  her 
program,  but  there  is  often  a  statutory  list  of  pollutants  that  must  be  regulated  on 
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a  defined  schedule  with  little  or  no  discretion  to  decide,  or  take  the  advice  of  an 
advisory  committee,  that  an  individual  pollutant  does  not  present  a  risk  that 
justifies  regulation. 

The  fact  is  that  existing  statutes  with  mandatory  actions  and  schedules  and 
findings  will  continue  to  drive  the  agenda  and  the  stringency  of  action.    One 
example  will  suffice.    An  ambient  air  quality  criterion  for  ozone  is  set  under  the 
Clean  Air  Act  by  judging  the  health  impact  associated  with  exposure  as  revealed 
by  a  risk  assessment.    What  would  be  the  role  of  a  comparative  risk  a'Sfeessment 
comparing  highway  accident  statistics,  or  other  commonly  encountered  non- 
environmental  risks,  or  comparing  another  environmental  risk  to  ozone?  Some  role 
would  be  implied,  but  currently  such  analyses  cannot  be  considered  in  setting  the 
criterion.    The  potential  cost  and  time  required  for  performing  the  analyses  would 
be  large,  and  the  questions  of  whether  they  were  adequately  done  and  were 
intended  by  Congress  as  simply  informational  exercises  or  were  to  be  used  in  some 
way  in  decisions  would  inevitably  be  raised.    I  believe  that  the  Congress  performed 
comparative  assessment  of  national  priorities  in  constructing  the  statutes  EPA  and 
other  agencies  administer,  and  continues  to  apply  such  judgment  in  oversight.    As 
previously  discussed  in  this  statement,  comparative  risk  assessment  is  a  risk 
management  tool  that  depends  as  much,  or  more,  on  judgment  about  social  values 
as  it  does  on  any  technical  analysis.    This  is  an  appropriate  role  of  oversight. 
Legislation  about  the  analyses  and  considerations  the  EPA  should  use  in  its 
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decisions  should  be  specific  to  the  statute  being  examined,  in  the  context  of  the 
relative  importance  of  the  work  to  the  public,  as  Congress  views  it. 

A  great  concern  with  legislation  requiring  rote  use  of  various  analyses  in 
every  decision  is  that  the  EPA  would  have  to  take  many  of  its  already  over- 
committed  and  limited  staff  of  technical  experts  off  their  work  of  performing 
scientific  and  engineering  analyses  and  economic  analyses  in  support  of  EPA 
decisions  and  devote  their  time  instead  to  producing  more  documents.    In  the  case 
of  the  Johnston  amendment,  either  a  substantial  number  of  new  FTEs^Br  a 
substantial  amount  of  existing  staff  time  would  be  required  to  make  comparative 
risk  documents  for  every  rule.    If  the  latter,  these  staff  would  necessarily  have  to 
be  the  same  experienced  staff  who  are  currently  working  on  statutory 
responsibilities  such  as  safe  drinking  water  standards  or  pesticide  registration. 
None  of  these  jobs  could  be  done  by  inexperienced  new  hires.    In  dollar  terms  the 
cost  would  be  $10  to  $35  million  in  additional  dollars  per  year,  similarly  subtracted 
from  support  of  Agency  decision  making  efforts.    In  large  part,  the  documents 
would  either  not  be  part  of  the  findings  required  by  the  statutes  under  which 
decisions  are  made,  or  are  analyses  that  under  current  law  would  not  be 
considered  in  the  decisions.   In  such  cases  they  would  be  information  documents. 
Because  the  experts  involved  in  creating  the  analyses  needed  for  decision  making 
would  be  required  to,  instead,  devote  time  to  these  information  reports,  the 
schedules  established  for  rule  making  and  other  actions  under  many  statutes  would 
have  to  be  extended.   To  the  extent  the  analyses  called  for  are  part  of  Agency 
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decisions,  they  are  already  being  done,  explained  in  the  Federal  Register,  and 
placed  in  the  public  docket. 

As  another  example  of  the  result  of  rote  exercises,  in  many  cases  the  cost 
of  performing  a  cost/benefit  analysis  based  on  a  risk  assessment  would  exceed  the 
cost  of  complying  with  the  rule  in  question.    The  average  cost  of  such  an  analysis 
ranges  from  approximately  $200,000  to  $2.3  million.  For  a  recent  rule  requiring 
that  all  plastic  beverage-container  rings  be  degradable,  the  cost  of  analysis  would 
have  exceeded  the  impact  of  the  rule  because  ail  three  U.S.  manufacttJt-ers  were 
already  making  degradable  rings.    Similarly,  the  compliance  cost  of  a  Significant 
New  Use  reporting  rule  under  TSCA  is  about  $5,000,  a  small  per  cent  of  the  cost 
of  analysis.    As  a  third  example,  the  estimated  "cost"  of  a  rule  under  development 
to  prevent  evaporation  of  solvents  from  cleaning  baths  for  industrial  parts  is  a 
savings  of  about  $30  million  to  industry  nationwide.    The  cost  of  the  cost/benefit 
analysis  would  thus  reduce  the  national  savings  realized.   There  are  many  other 
examples  of  this  kind  that  could  be  given.   They  illustrate  that  rote  application  of 
analysis  would  be  less  than  productive. 

Legislation  that  imposes  requirements  for  the  conduct  of  scientific  analysis 
in  risk  assessment  inherently  carries  the  danger  of  freezing  the  progress  of  the 
science.   Whether  the  outcome  will  make  sense  when  viewed  in  the  context  of  the 
state  of  science  in  10  or  15  years  is  questionable.    Views  of  the  role  of  risk 
assessment  may  change  also.   The  science  of  risk  assessment  is  young  and 
developing;  it  develops  by  assimilating  new  learning  from  the  basic  sciences  and 
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changes  in  an  iterative  fashion,  replacing  old  methods  with  improved  ones.    If  this 
development  is  taken  out  of  the  hands  of  scientists  and  put  into  the  hands  of 
courts  trying  to  interpret  the  terms  of  legislation,  the  components  of  risk 
assessment  will  inevitably  acquire  legal  definitions  as  opposed  to  scientific 
definitions.    This  will  freeze  the  science  by  making  change  impossible  in  the 
absence  of  new  law.  '    *"' 

The  issue  of  what  analyses  the  EPA  currently  conducts  and  the  resources  it 
has  for  the  purpose  will  be  the  subject  of  a  congressionally  mandated'?tudy  being 
performed  this  year.   The  Congress  has  allocated  1 994  funds  to  a  study  by  the 
National  Academy  of  Public  Administration.   The  appropriations  committee  report 
lists  the  following  to  be  studied:    (1)  Risk  assessment  and  resource  distribution 
procedures  at  EPA,  including  methodologies,  collection,  and  incorporation  data  and 
peer  review  processes;  (2)  risk  characterization  processes,  including  the  handling 
of  scientific  uncertainties,  the  generation  of  assumptions,  and  the  determination  of 
priorities;  (3)  comparative  risk  analysis  procedures  and  their  relationships  to  the 
assignment  of  priorities  and  the  allocation  of  resources;  (4)  alternative  decision 
making  models  and  their  potential  utility  in  conjunction  with  the  risk  assessment 
approach;  (5)  EPA  organizational  structure,  staffing  patterns  and  internal 
management  systems,  including  regional  and  field  office  activities;  and  (6)  impacts 
of  relevant  legislative  authorities  and  congressional  oversight  mechanisms  ori 
program  priorities  and  resource  utilization. 
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Before  concluding  I  want  to  note  that  the  Administration  opposes  all  policy 
amendments  to  the  legislation  elevating  EPA  to  a  Cabinet  Department.    The  bill 
should  focus  exclusively  on  organizational  and  structural  matters.    Consequently, 
the  Administration  opposes  the  Johnston  amendment  to  the  Cabinet  bill. 

Conclusion 

EPA  appreciates  the  continuing  interest  of  the  Congress  in  risk  assessment. 
Because  the  EPA  uses  this  tool  very  broadly  for  risk-based  decisions  and  priority- 
setting  we  believe  that  its  appropriate  use  and  place  in  carrying  out  Congressional 
mandates  are  appropriate  subjects  of  oversight.    The  new  EG  12866  on  regulatory 
development  and  review  articulates  this  Administration's  serious  commitment  to 
risk  assessment  in  regulatory  development.    0MB  currently  is  developing  agency- 
specific  guidance  on  the  EO's  implementation  and  has  started  a  dialogue  with 
affected  stakeholders.    EPA  intends  to  continue  to  use  risk  assessment  and  the 
other  analyses  that  assist  decision  making  and  to  work  continuously  to  improve 
their  technical  quality. 

Mr.  Chairman,  that  completes  my  prepared  remarks;  I  would  be  pleased  to 
answer  any  questions  the  Subcommittees  may  have. 
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Mr.  CoNDiT,  Thank  you,  Dr.  Goldman.  We  appreciate  you  being 
here  this  morning, 

Mr.  Hirl's  testimony  in  the  previous  panel  quoted  you  as  saying, 
"Hurdles  for  incorporating  more  science  into  risk  assessment  prac- 
tices have  become  absurd."  Is  this  an  accurate  quote?  And  if  so, 
would  you  expand  on  the  quote  and  kind  of  let  us  know  what  you 
meant  by  that? 

Dr.  Goldman.  I  do  not  believe  that  the  problem  is  incorporating 
the  scientific  data.  The  problem  has  been  the  problem  with  our 
being  able  to  keep  our  guidelines  up  to  date  with  the  science.  I 
think  the  last  time  that  the  cancer  guidelines  were  updated  was  in 
1986.  What's  happened  since  then  is  there's  been  a  form  of  gridlock 
within  the  EPA  in  being  able  to  take  in  results  of  new  research  and 
redo  the  cancer  guidelines. 

I  think  one  of  the  jobs  of  the  new  Science  Policy  Council  is  going 
to  be  to  insist  that  on  a  regular  basis,  that  we  revisit  our  policies 
and  update  them. 

Now,  there  will  never  be  a  world  in  which  a  policy  that  we  have 
will  be  totally  up  to  date  with  the  science,  because  the  minute  I 
write  down  a  policv,  another  study  is  going  to  come  out  in  the  sci- 
entific literature  that  I'll  want  to  incorporate.  But  we  must  have 
a  process  whereby  on  a  regular  basis,  we  incorporate  the  new 
science,  and  that  has  not  been  the  way  that  the  agency  has  done 
this.  Each  revision  has  been  ad  hoc,  and  there  hasn't  been  an  in- 
sistence that,  on  a  regular  basis,  this  be  done. 

Mr.  CONDIT.  Thank  you  for  clarifying  that  quote.  I  appreciate 
that.  I  asked  this  question  earlier  and  I  want  to  pose  it  to  you.  If 
the  Johnston  amendment  were  amended  to  include  only  those  regu- 
lations that  have  an  impact  of  $100  million  or  more,  how  much 
would  it  reduce  the  cost  of  compliance?  Has  the  agency  done  any 
calculations  on  this  matter? 

Dr.  Goldman.  We  haven't  done  any  calculations,  but  I  think  that 
it  would  have  a  different  impact  than  the  impact  of  the  Executive 
order.  For  example,  a  premarket  notification,  which  was  one  of  my 
examples,  certainly  in  terms  of  the  company  involved,  might  go 
over  the  ^100  million  cut,  but  we  would  still  feel  that  we  don  t  need 
to  do  a  complete  risk  analysis  for  that  kind  of  a  notification  under 
the  Executive  order. 

If  we  were  only  looking  at  a  $100  million  cut,  then  we  would 
probably  have  to  do  some  additional  analyses  in  areas  that  we 
don't  have  to  do  them  now. 

Mr.  CoNDiT,  I  took  Senator  Johnston,  by  his  comments  this 
morning,  that  he's  open  for  negotiations  on  what  regulations  should 
be  imposed  and  what  shouldn't,  what  should  be  risk  assessment, 
what  shouldn't.  Did  you  understand  it  that  way,  and  would  that 
make  a  difference  in  the  EPA's  approach  to  his  amendment  if  he's 
willing  to  do  that? 

Dr.  Goldman.  Well,  iii  the  context  of  the  Cabinet  bill,  the  posi- 
tion of  the  administration  is  that  we  are  opposed  to  this  amend- 
ment or  any  form  of  this  amendment. 

Mr.  CoNDiT.  How  about  a  freestanding  bill  that  complies  with 
the  intent  of  the  Executive  order? 

Dr.  Goldman.  I  can't  comment  until  I  see  the  bill,  but  I  think 
that  certainly  the  idea  that  you  have  put  forth  in  terms  of  attempt- 


201 

ing  to  craft  a  bill  that  reaches  that  intent  is  something  that  we're 
willing  to  work  with  you  on. 

Mr.  CoNDlT.  Mrs.  Thurman. 

Mrs.  Thurman.  Thank  you,  Mr.  Chairman. 

Dr.  Goldman,  just  so  you'll  know,  when  you're  out  looking  for 
questions  and  talking  to  people,  have  a  high  regard  for  at  least  the 
pesticide  area,  which  I  guess  you're  in  kind  of  control  of.  So  they 
feel  like  you've  used  a  lot  of  these  kinds  of  things. 

However,  and  I  think  I  heard  you  say  that  you  had  put  together 
a  Science  Advisoiy  Board  or  some  kind  of  a  board? 

Dr.  Goldman.  Science  Policy  Council. 

Mrs.  Thurman.  Is  that  not  like  reinventing  the  wheel  or  some- 
thing that  was  done,  I  believe  it  was  called  the  Science  Advisory 
Board  back  in  1990? 

Dr.  Goldman.  The  Science  Advisory  Board  is  a  group  of  external 
scientific  advisers.  There  is  an  executive  committee  and  a  number 
of  subcommittees,  and  they  do  extensive  peer  review  of  the  work 
that  the  agency  is  doing. 

The  Science  Policy  Council  is  an  internal  group,  chaired  by  the 
Deputy  Administrator,  vice-chaired  by  me,  with  a  number  of  high 
level  individuals.  It's  there  to  set  the  policy  and  to  give  Adminis- 
trator Browner  policy  advice  about  the  direction  that  the  agency 
should  be  going. 

Mrs.  Thurman.  But  they  kind  of  did  that,  too.  They  made  rec- 
ommendations, I  believe,  using  risk-based  priorities.  I  mean,  they 
listed  risks.  Have  those  been  incorporated  in  your  discussions  witn 
the  group  that  you're  working  with? 

Dr.  Goldman.  Yes,  they  have,  and  in  fact,  we  have  a  formal  rela- 
tionship between  the  Science  Policy  Council  and  the  Science  Advi- 
sory Board.  The  head  staff  person  of  the  Science  Advisory  Board, 
Donald  Barnes,  serves  as  an  ex  officio  member  of  the  council,  as 
does  Administrator  Browner's  science  adviser,  William  Raub. 

What  we've  attempted  to  do  is  link  these.  One  of  the  roles  of  the 
council  will  be  to  make  sure  that  thorny  issues  on  which  we  need 
external  comment  are  brought  before  the  Science  Advisory  Board, 
and  also  that  the  recommendations  that  they  give  back  are  really 
translated  into  action  and  that  the  agency  is  accountable  for  follow- 
ing through  with  new  science  policies. 

Mrs.  Thurman.  Since  the  Executive  order  has  been  in  place,  can 
you  give  us  any  examples  of  where,  in  your  department,  that  you've 
actually  used  the  tools  that  were  recommended  by  the  Executive 
order? 

Dr.  Goldman.  Actually  I  can,  and  I  think  that  this  is  good  be- 
cause one,  I  think  that  the  Executive  order  goes  well  beyond  the 
issue  of  just  risk  assessment.  The  Executive  order  actually  gets 
into  the  area  of  trying  to  streamline  and  make  government  regula- 
tion more  meaningful,  instead  of  just  regulations,  one  on  top  of  the 
other,  trying  to  set  priorities  that  are  based  on  risk,  trying  to  take 
into  account  the  needs  of  the  States  and  locals  and  tribes. 

There  are  many  examples.  One  that  I  can  certainly  use  from  my 
program  on  the  TSCA  side,  is  that  we  have  received  a  petition  re- 
lated to  an  issue  that  is  of  great  concern  for  one  of  the  States.  I 
can't  say  a  lot  about  it  at  this  point  because  it's  under  way.  But 
we  have  been  able  to  involve  the  State  on  the  work  group,  in  look- 
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ing  at  the  petition  and  in  developing  the  decision  that  I  will  have 
to  make  about  the  petition.  This  is  something  that  traditionallv  has 
not  been  done  in  the  agency,  bringing  the  States  in  upfront,  n)r  is- 
sues that  critically  involve  them. 

Another  place,  which  was  a  rule  that  was  actually  well  under 
way  before  I  got  here  was  with  the  expansion  of  the  toxic  release 
inventory  [TRI],  where,  in  the  process  of  working  with  the  Office 
of  Management  and  Budget,  Sally  Katzen  and  I  realized  that  while 
we  were  proposing  to  expand  the  TRI  by  adding  a  lot  more  chemi- 
cals, we  were  not  paying  attention  to  some  of  the  issues  about 
places  where  the  reporting  may  not  be  providing  us  with  very 
much  benefit,  and  that  even  the  relatively  small  burden  of  report- 
ing may  be  excessive,  compared  with  the  benefits  that  we're  getting 
from  that. 

So  in  the  middle  of  this  month  first,  we  changed  the  proposed 
rule  to  say  that  we're  going  to  look  at  that  issue.  Second,  in  the 
middle  of  the  month  we'll  be  holding  a  workshop  where  we  bring 
small  business,  the  environmental  community,  various  others  in 
States  also  who  are  concerned  about  TRI  to  look  at  what  the  alter- 
natives might  be  for  reducing  the  burden  on  small  reporters  or 
even  people  who  are  reporting  zero  emissions,  which  right  now 
must  be  reported,  and  what  the  tradeoff  there  is — ^how  much  infor- 
mation will  be  lost  by  various  cuts,  and  hopefully  to  develop  a  kind 
of  consensus  about  where  we  can  go  to  unburden  that  community. 

Mrs.  Thurman.  One  of  the  comments  that  you  made  strikes  me 
as  being  interesting,  particularly  because  it  seems  that  industry  is 
very  supportive  of  doing  risk  assessment  and  cost-benefit  analysis. 
Do  you  see  this  causing  them  more  problems  than  benefits?  Maybe 
youre  not  the  right  person  to  ask,  but  what  I  don't  understand  is 
why,  then,  does  it  seem  that  industry  is  very  supportive  of  an  issue 
like  this,  versus  what  you're  saying? 

Dr.  Goldman.  I  think  this  is  an  example  of  why  we  have  to  have 
a  dialog  about  these  issues  among  all  of  us  because  I  think  that 
often  what  people  focus  on  as  being  broken  are  the  things  where 
they've  had  a  problem.  I  would  have  liked  to  have  heard  more  of 
the  specifics  of  where  the  problems  really  were,  as  you  asked,  be- 
cause I  think  that  that  helps  us  key  in  on  what  is  broken. 

I  think  there  are  many  other  things  that  we  do  that  are  not  bro- 
ken and  that  people  don't  perceive  as  a  problem.  For  example,  I 
think  the  premarket  notification  system  is  not  perceived  by  indus- 
try as  a  problem,  and  if,  in  the  process  of  fixing  something  else,  we 
break  them,  then  that's  not  good  government.  We're  just  layering 
on  another  requirement  that  is  not  going  to  help  us  function  better. 

Mrs.  Thurman.  Dr.  Goldman,  the  other  thing  is,  and  I  think  that 
Mr.  Condit  and  probably  several  of  us  agree  on  this  is  that  the  Ex- 
ecutive order  is  only  as  good  as  the  administration.  If  this  adminis- 
tration believes  it's  a  good  tool  that  should  be  incorporated  and 
that  we  should  be  using  these  tools,  why  is  it  so  wrong  to  try  to 
put  it  in  the  law? 

Dr.  Goldman.  Well,  to  answer  that  question,  maybe  an  analogy 
might  help.  One  of  the  laws  that  I'm  wrestling  with  the  most,  the 
Delaney  amendment  to  the  Federal  Food,  Drug,  and  Cosmetic  Act 
which,  when  passed  in  the  1950's,  probably  looked  imminently  rea- 
sonable. In  fact,  it  was  a  couple  of  years  after  I  was  born  that  it 
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was  passed,  and  it  probably  looked  very  reasonable  at  that  time  be- 
cause we  didn't  have  good  ways  of  measuring  residues,  and  we  also 
didn't  have  very  good  ways  of  being  able  to  protect  people  from  risk 
by  controlling  exposure,  as  we  do  now. 

So  the  goal  of  zero  probably  seemed  like  a  very  reasonable  way 
to  regulate  carcinogens  and  food  at  that  time.  I  think  that  when 
we  specify  in  the  law  things  that  seem  to  us  to  be  imminently  rea- 
sonable now,  we  have  to  keep  it  mind  it  can  be  very  difficult  to  go 
back  and  change  those  laws,  because  when  you  change,  there  are 
winners  and  losers  involved. 

That's  why  I  would  rather,  and  this  is  really  more  personal,  but 
I'd  rather  not  see  issues  that  involve  science  frozen  in  the  law,  even 
in  the  ways  that  we  may  not  realize  at  this  time  that  we're  doing 
that. 

Mrs.  Thurman.  But  doesn't  an  Executive  order  do  that  to  you  as 
an  agency  or  department  already,  kind  of  freeze  that  in  for  you? 

Dr.  GrOLDMAN.  Well,  an  Executive  order  can  be  changed  with  con- 
siderably less  process.  Now,  one  of  the  interesting  things  that  Sally 
Katzen  has  pointed  out  to  me  is  that  since  President  Nixon,  we 
have  had  Executive  orders  related  to  risk  analysis.  When  you  look 
at  the  evolution  of  those  with  successive  administrations  coming 
from  different  political  points  of  view,  you  see  a  gradual  evolution. 
You  don't  see  vast  swings.  There  may  have  been  changes  in  how 
things  were  actually  implemented. 

I  think  that  the  Executive  order,  as  a  procedure,  does  give  the 
flexibility  to  be  able  to  change  when  there  are  major  changes.  I  be- 
lieve if  the  Delaney  amendment  had  been  done  as  an  Executive 
order  back  in  1953  that  it  would  not  be  the  law  at  this  time. 

Mrs.  Thurman.  Can  I  ask  one  more  question?  And  I'm  real  quea- 
zy  to  ask  this  because  it's  an  assumption  being  made  by  me  and 
it's  hearsay  and  it  really  has  nothing  to  do  with  you,  in  essence. 

But  in  my  district  there's  a  problem  that's  been  going  on  and 
there's  a  court  case.  The  impact  was  big  to  the  community. 

So  there  is  conversation  from  outside  groups  that  are  watching 
what  government  does  and  that  group  of  people  sometimes  believes 
that  maybe  if  we  did  some  cost  benefit  or  risk  assessments  that 
maybe  some  departments  and  agencies  wouldn't  just  be  solving 
cases  or  trying  to  cut  through  court  cases  but  then  just  kind  of 
lending  to  a  few  people,  versus  a  whole  community.  I  hope  I'm 
making  sense. 

And  that,  in  fact,  has  happened,  where  we  can  actually  see  some 
regulation  that's  been  developed  in  that  area  because  of  a  court 
case.  They  don't  look  at  anything  other  than  just  trying  to  appease 
a  group  of  people. 

Do  you  see  that?  I  mean,  how  do  we  stop  those  kinds  of  things? 
I  think  that's  part  of  the  process  here,  and  that's  why  the  tools  are 
so  important,  is  to  be  able  to  clarify  all  of  these  kinds  of  things. 

Dr.  GrOLDMAN.  I'm  not  sure  exactly  what  you're  referring  to  in 
terms  of  the  specific  case,  but  I'm  taking  it  that  the  general  ques- 
tion you're  asking  is  about  settlements  that  are  reached  in  the 
process  of  litigation  and  whether  these  settlements  sometimes  have 
impacts  that  are  well  beyond  the  litigation,  and  in  essence,  end 
up 
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Mrs.  Thurman.  More  so  it  doesn't  go  to  litigation.  They  just  kind 
of  settle  it  and  without  taking  a  lot  of  the  other  variables  into  ac- 
count. They  come  up  with  rules  and  regulations  that  just  answer 
their  questions  and  go  on  their  way. 

So  the  case  never  goes  and  the  people  that  are  being  impacted 
by  it  or,  in  fact,  would  be  the  ones  that  would  have  to  carry  out 
this,  feel  harmed  and  have  no  ability  to  get  in  there  and  change 
it. 

Dr.  GrOLDMAN.  Yes,  I  think  that  we  would  agree  that  we  need  to 
have  tools  other  than  some  of  the  traditional  tools  that  have  been 
used — for  example,  litigation — ^to  get  us  where  we  want  to  go  and 
to  redress  the  concerns  that  people  have  in  local  communities. 

Without  being  able  to  comment  about  the  specific  situation,  I 
think  that's  one  of  the  things  that  we're  trying  to  do  with  the  reau- 
thorizations that  we're  working  on.  With  the  Superfund  reauthor- 
ization, we  are  trying  to  get  more  involvement  of  the  local  commu- 
nity and  more  attention  being  paid  to  what  is  the  use  that  the  land 
is  going  to  be  turned  to  for  that  community,  to  benefit  that  commu- 
nity and  what's  appropriate  for  that  use.  This  is  opposed  to  the 
way  that  we  have  traditionally  done  this,  which  is  to  try  to  do  ev- 
erything the  same  in  every  community,  as  though  every  community 
were  going  to  do  these  things  in  the  same  way,  and  where  these 
things  have  tended  to  go  down  the  path  of  litigation  instead  of  ac- 
tion. 

Likewise,  I  believe,  with  the  Clean  Water  Act,  we  are  trying  to 
take  more  of  an  ecosystem-based  approach,  instead  of  just  going  for 
the  same  technology  for  everywhere,  no  matter  what  the  local  cir- 
cumstances. We  want  to  try  to  look  at  the  ecosystem  as  a  whole 
and  what's  the  most  cost-effective  way  to  fix  the  problems  in  that 
area. 

Those  are  the  kinds  of  tools  that  we're  striving  to  have  as  an 
agency,  to  get  us  out  of  the  way  that  we're  getting  things  done  is 
through  these  kinds  of  litigation  techniques,  when  the  things  that 
we're  doing  don't  make  sense  for  everybody  and  every  community. 

Mr.  CoNDiT.  Ms.  Brown. 

Ms.  Brown.  Thank  you.  Dr.  Goldman,  you  heard  a  lot  of  what 
the  experts  on  the  previous  panel  had  to  say.  And  in  fact,  I  men- 
tioned to  Congresswoman  Thurman  particularly  the  college  profes- 
sors, and  she  mentioned  to  me  that  I  was  one  for  16  years,  but  are 
there  any  particular  points  that  you  would  like  to  make,  respond- 
ing to  the  previous  panel? 

Dr.  Goldman.  Not  really.  I  felt  that  they  all,  as  Judge  Breyer 
said,  generally  agreed,  as  we  would  agree,  that  these  tools  for  as- 
sessing risk  and  for  assessing  benefits  and  costs  are  good  tools.  I 
think  they  all  agree  that  they  should  be  appropriately  applied. 

I  think  they  all  agreed  that  we  need  to  be  able  to  set  priorities. 
We  need  to  put  our  resources  where  we  can  get  the  most  marginal 
benefit  from  the  expenditure  of  those  resources.  And  I  didn't  say 
to  the  greatest  risks,  because  I  think  you  do  have  to  do  that  weigh- 
ing of  where  you  can  get  the  most  impact.  I  think  that's  the  process 
that  we're  all  engaged  in.  Certainly  the  exercises  here  on  the  board 
in  front  of  you — the  public  survey,  the  survey  of  the  EPA  experts, 
that's  a  way  to  start  getting  at  it.  What's  relatively  more  important 
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and  where  should  we  be  putting  our  resources?  I  think  we're  in 
basic  agreement  on  that. 

I  think  that  where  the  rub  is:  how  do  you  do  that?  And  where 
we  see  the  biggest  bang  being  within  the  authorizing  statutes  that 
really  set  the  mandates  that  we  have.  If  there  are  State  and  local 
mandates,  thev  come  from  those  statutes.  We  want  to  work  with 
State  and  local  government  and  with  Congress  to,  as  we  go  through 
these  reauthorizations,  work  out  ways  to  carry  out  those  programs 
in  ways  that  make  more  sense. 

Ms.  Brown.  How  many  risk  assessments  does  EPA  perform  in  a 
year's  time?  Can  you  give  us  some 

Dr.  GrOLDMAN.  I'm  not  even  sure  what  the  number  is.  I'm  really 
not  sure.  A  lot. 

Ms.  Brown.  Can  you  give  me  an  estimate,  a  range? 

Dr.  Goldman.  Literally  hundreds.  We  literally  do  hundreds  a 
year. 

Ms.  Brown.  My  last  question,  and  I  know  you  can't  answer  it  but 
I'm  going  to  ask  it  anyway.  If  the  bill  arrives  on  the  President's 
desk  with  the  risk  assessment  language,  do  you  think — someone 
asked  earlier — do  you  think  he  would  take  out  his  veto  pen?  I  think 
the  elevation  bill  is  very  important,  but  if  it  comes  with  a  lot  of 
baggage,  even  though  it  s  well  intentioned,  what  do  you  think  he's 
going  to  do? 

Dr.  Goldman.  I  cannot  second  guess  the  President  on  this,  but 
the  President  has  made  it  very  clear  to  us  that  he  wants  a  clean 
Cabinet  bill,  and  he  does  not  want  a  bill  burdened  down  with  these 
kinds  of  requirements. 

Mrs.  Thurman.  If  the  gentlewoman  from  Florida  would  yield? 

Ms.  Brown.  I  yield. 

Mr.  CONDIT.  Mrs.  Thurman. 

Mrs.  Thurman.  So  then,  to  carry  that  a  step  further,  if  we  were 
to  put  his  Executive  order  into  law,  with  some  fine-tuning.  I  mean, 
all  of  us  up  here  who  have  worked  with  this  issue  have  been  will- 
ing to  sit  down  and  compromise.  It  seems  like  it's  quite  the  oppo- 
site. Nobody  will  sit  down  and  tell  us  where  the  real  problems  are 
with  this,  and  yet  it's  in  the  Executive  order. 

In  your  opinion — we'll  make  that  very  clear — do  you  think  that 
if  we  were  to  take  the  Executive  order,  with  whatever  flexibility 
was  necessary,  in  a  piece  of  legislation,  to  put  it  in  law,  we  would 
have  this  same  battle  going  on? 

Dr.  Goldman.  As  a  separate  law,  I  can't  speak  on  behalf  of  the 
administration  about  the  position,  but  I  can  say  that  we're  willing 
to  sit  down  with  you  and  work  on  it. 

Mrs.  Thurman.  OK 

Mr.  Condit.  Ms.  Brown,  are  you  finished?  Thank  you.  Mr.  Mica. 

Mr.  Mica.  Thank  you.  Ms.  Goldman,  I  guess  I'm  to  infer  from  the 
comments  in  response  to  the  question  by  my  colleague  from  Flor- 
ida, Mrs.  Thurman,  that  the  administration  doesn't  have  any  legis- 
lative proposal  dealing  with  this  subject  that  they  plan  to  present 
to  the  House  or  Senate  or  the  Congress  at  any  time  in  the  near 
future? 

Dr.  Goldman.  Other  than  the  individual  reauthorizations  that 
we  are  working  on— the  Clean  Water  Act,  Safe  Drinking  Water  Act 
and  Superfund— we  don't.  Now,  within  each  one  of  those,  there  is 
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a  considerable  amount  of  attention  being  paid,  not  only  to  the  is- 
sues of  risk  but  also  the  issue  of  unfunded  State  and  local  man- 
dates. 

Mr.  Mica.  Well,  in  my  opening  comments  I  made  reference  to  the 
impending  Waterloos  that  are  going  to  occur  at  each  of  these  junc- 
tures, as  we  take  up  Clean  Air,  Clean  Water,  Superfund. 

Wouldn't  it  be  wise  for  the  administration  to  work  with  the  Con- 
gress at  this  juncture,  when  we  have  an  opportunity  and  a  vehicle 
here,  to  address  the  problem  legislatively,  give  you  the  authority 
that  you  need,  that  does  do  the  things  that  need  to  be  addressed? 

Someone  asked  the  question:  Does  the  President  have  the  au- 
thority? And  I  repeated  that:  Does  the  President  have  the  author- 
ity? 

Quite  frankly,  when  I  heard  Bennett  Johnston  go  through  the 
Executive  order — I'm  not  an  attorney — but  you  all  don't  have  the 
authority  to  deal  with  this  with  any  better  handle  than  we've  had 
up  to  date,  and  he  confirmed  that.  Others  have  confirmed  that. 

So  why  not  come  and  be  a  constructive  partner  with  us  and  look 
for  a  resolution  that  could  also  be  a  model  for  these  other  junc- 
tures, which  you  know  you're  going  to  come  to  within  this  agency, 
and  then  we  might  resolve  the  problem,  too,  for  the  larger  Federal 
bureaucracy? 

Dr.  Goldman.  Well,  we  are  here  to  work  with  you  and  I  think 
that  the  issue  here  is  that  we  do  not  think  that  the  first  choice  is 
the  bill  on  risk  assessment.  The  position  of  the  administration  has 
been  that  the  Executive  order  is  procedurally  the  best  way  to  go 
in  terms  of  addressing  the  issue,  and  that  we  have  felt  very  strong- 
ly that  even  if  we  have  a  bill  on  risk  assessment,  that  that  will  not 
obviate  all  of  the  requirements  in  the  specific  statutes  under  which 
we  work. 

So,  I  believe  that  if  people  are  concerned  about  the  impacts  of  the 
Clean  Water  Act,  the  Drinking  Water  Act,  Superfund,  that's  where 
we  need  to  work  on  those  issues,  because  even  if  we  have  a  bill  say- 
ing that  we'll  do  10  times  more  analysis  of  the  cost  and  risk  and 
the  benefits,  if  the  bills  still  dictate  certain  courses  of  action,  we 
will  take  those  actions. 

So  I  think  the  core  of  the  problem  here  really  is  the  problem  of 
the  burdens  on  State  and  local  government  and  the  need  of  the 
Federal  Government  to  address  those  burdens.  We  need  to  address 
them  in  the  authorizing  legislation.  We  also  need  to  address  them 
in  the  culture  of  the  agency  and  how  we  work,  and  I  think  the  Ex- 
ecutive order  does  that. 

Certainly  when  the  President  tells  me  I  should  do  something,  I'm 
going  to  do  it,  and  I'm  going  to  make  sure  that  my  people  do  it. 

And  that's  where  we  would  like  to  work  with  you.  I  mean,  let's 
see  what's  broke  here  and  work  together  to  fix  it. 

Mr.  Mica.  Well,  there  seems  to  be  a  commonality  that  it  is  broke, 
that  we  do  need  to  address  it,  with  almost  unanimous  consensus 
that  we  need  to  address  this  legislatively.  And  then  we  have  the 
record,  not  only  of  the  past  administrations,  but  just  the  past  year. 
And  while  the  agency  says  one  thing,  that  they're  working  toward 
utilizing  risk  assessment,  a  cost-benefit  approach,  they  do  some- 
thing else. 
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As  recently  as  January  24,  you  issued  a  ruling  requiring  that  for 
the  first  time,  large  canisters  on  automobiles  to  capture  smog-pro- 
ducing emissions  that  currently  escape  into  the  air  when  people  fill 
up  their  gas.  And  this  action  flies  in  the  face  of  congressional  testi- 
mony of  November  2,  1990,  during  the  debate  on  the  Clean  Air  Act, 
that  said  that  the  health  benefits  of  automobile  on-board  canisters 
would  be  inconsequential. 

So  we  have,  just  within  the  last  week,  seen  actions  that  don't 
meet  with  the  intent  and  comments.  You  know,  you're  talking  the 
talk  but  we're  getting  different  action  from  the  agency.  So  now 
we'll  deal  with  this  particular  situation  that  hasn't,  I  don't  feel, 
been  addressed  with  the  criteria  we're  talking  about. 

So  even  with  the  good  intentions,  with  the  Executive  order,  I 
don't  see  us  making  much  progress.  Would  you  like  to  respond? 

Dr.  Goldman.  Certainly.  I  think  the  canister  rule,  the  proposal, 
does  look  not  only  at  risk  assessment  but  also  a  cost-benefit  consid- 
erations, and  I  think  that  the  proposal  strongly  argues  that  this 
will  be  an  extremely  beneficial  action  for  the  costs  that  are  re- 
quired. 

Now,  this  is  an  example  of  the  way  that  the  administrative  pro- 
cedures do  work.  This  will  be  proposed.  It  will  be  published.  There 
will  be  a  chance  for  comment.  There  may  be  people  who  will  come 
forward,  as  somebody  did  in  testimony  to  you,  to  say  that  it's  not 
worth  it,  and  we'll  have  to  consider  that.  But  even  with  a  law  say- 
ing you  will  do  risk  assessment,  you  will  do  risk  analysis,  I  don't 
believe  we  would  have  done  much  more  for  that  proposal  than  we 
actually  did. 

So  even  with  that  kind  of  an  analysis,  people  of  good  will  may 
end  up  disagreeing,  and  we  are  not  going  to  solve  that  problem. 
After  looking  at  all  those  issues,  everybody  may  not  agree.  But  I 
do  think  that  under  the  Executive  order  that  we  are  able  to  unfold 
what  the  factors  are  that  went  into  that  analysis  and  let  anybody 
see  it.  If  they  have  objections  and  disagree,  they  can  bring  forward 
their  arguments  and  if  the  agency  was  wrong  and  OIRA  was  wrong 
in  its  review,  then  we  may  need  to  reconsider  it.  I  think  that's  the 
point  of  how  we're  trying  to  do  business  here. 

Mr.  Mica.  Well  finally,  and  I  don't  mean  to  belabor  the  point,  but 
you  have  many  directives  from  Congress  in  the  face  of  laws  which 
the  agency  is  responsible  for  enforcing.  Don't  you  think,  though, 
that  in  the  face  of  this  plethora  of  laws,  that  with  just  the  good  in- 
tentions of  the  agency,  which  so  far  I  may  question,  and  an  Execu- 
tive order  without  any  teeth,  that  we,  in  fact,  are  not  going  to 
make  any  progress  on  this,  that  for  some  reason,  somewhere  in  the 
bowels  of  the  White  House  or  EPA,  they  fear  that  having  statutory 
authority  to  do  their  job  is  a  threat? 

You  said  the  Johnston  amendment  might  freeze  programs  of 
science.  We're  not  asking  that  there  be  any  freeze.  Actually,  we're 
looking  for  sort  of  a  continuum  of  an  approach  that  does  assess 
progress  in  science  and  other  factors  that  should  be  taken  into  ac- 
count. So  again,  my  question  is  do  you  still  deny  wanting  the  legis- 
lative authority? 

Dr.  Goldman.  I  do  not  deny  that  Executive  order  is  not  enough, 
and  that's  why  we're  coming  to  you  with  four  major  reauthoriza- 
tions during  this  session,  which  I  think  has  been  an  incredible 
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amount  of  labor  and  effort  on  the  part  of  the  agency.  I  think  that 
we  recognize  that  in  most  of  the  areas  where  we  operate,  that  we 
need  different  kinds  of  authorities  than  the  authorities  that  we 
have,  and  especially  that  we  need  to  be  able  to  address  the  needs 
for  the  kinds  of  flexibility,  to  take  care  of  the  needs  of  State  and 
local  government. 

A  law  on  risk  assessment  won't  do  that.  We  really  need  to  look 
at  that  in  the  context  of  the  authorizing  statutes  that  provide  the 
mandates  that  we  operate  under.  That's  why  we're  putting  so  much 
effort  into  crafting  these  reauthorizations. 

Mr.  Mica.  Thank  you.  Mr.  Chairman,  I  will  conclude  and  also 
ask  unanimous  consent  to  submit  some  specific  technical  questions 
for  the  record,  if  I  may.  Also,  I  couldn't  let  the  hearing  conclude 
today  without  taking  just  a  moment  to  say  how  much  I  appreciate 
your  leadership  on  this  issue,  Mr.  Condit,  and  also  my  colleague 
from  Florida,  Karen  Thurman. 

This  is  an  important  issue  to  the  Congress  and  to  the  American 
people  and  to  local  and  State  governments  and  business  and  indus- 
try and  agriculture,  and  your  leadership  has  provided  this  forum 
today  and  also  kept  this  topic  where  it  should  be — debated  in  the 
Congress  and  hopefully  resolved  by  the  Congress.  I  thank  you  both. 

Mrs.  Thurman.  I'd  like  to  be  associated  with  those  remarks,  but 
will  include  Mr.  Mica's  name,  versus  my  name. 

Mr.  Condit.  Thank  you,  Mrs.  Thurman.  Without  objection,  your 
questions  will  be  submitted  for  the  record,  Mr.  Mica. 

[The  material  can  be  found  in  the  appendix.] 

Mr.  Condit.  I  would  just  like  to  ask  one  question.  Would  you  feel 
comfortable.  Dr.  Goldman,  if  the  environmental  laws  of  this  coun- 
try were  done  by  Executive  order? 

Dr.  Goldman.  No,  I  would  not. 

Mr.  Condit.  OK  Well,  why? 

Dr.  Goldman.  Because  I  don't  think  that  in  essence,  the  environ- 
mental laws  should  be  about  technicians  within  my  agency,  the 
White  House,  other  places  in  government  looking  at  science,  eco- 
nomics, and  writing  the  laws. 

I  think  that  the  process  that  you  can  carry  out  best,  in  terms  of 
serving  the  public  interest,  has  to  be  a  part  of  producing  those 
laws. 

Mr.  Condit.  Could  you  just  flip  that  answer  and  do  the  same 
thing  with  risk  assessment? 

Dr.  Goldman.  To  me,  risk  assessment  is  merely  a  tool  that  we 
use  to  manage.  I  do  think  that  it  is  appropriate  for  the  executive 
branch  to  issue  Executive  orders  about  how  to  manage  our  busi- 
ness and  that  it's  certainly  appropriate  for  the  President  to  tell  all 
the  agencies  in  government  how  he  wants  us  to  write  our  regula- 
tions and  how  he  wants  us  to  manage. 

Mr.  Condit.  Dr.  Goldman,  thank  you  very  much  for  your  time 
and  your  patience.  We  appreciate  you  being  here  and  we  commit 
to  work  with  you  and  Ms.  Browner  to  develop  some  of  the  sugges- 
tions we  made  this  morning.  Thank  you  very  much. 

[Whereupon,  at  2:10  p.m.,  the  subcommittees  adjourned,  to  re- 
convene subject  to  the  call  of  the  Chair.] 
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The  Honorable  Mike  Synar 
Chairman,   Joint  Sabcommittee 
Environment,  Enerc  Sc  Natural  Reiources, 

and    National  Security 
Committee  on  Government  Operations 
2IS7  Raybum  House  OfTice  Bldg. 
Washington,  DC   20515-6143 

c/o  The  Honorable  Gary  A.  Condit 
Congressman,  tSth  Oittrict 
CaJifomia 

Dear  Congressman: 

The  Manufacturers  Council  in  the  Central  Valley  of  California  represents  59  aatite  and 
multi-national  companies  with  over  80  facilities  employing  approdmatety  65,000 
employees.   Our  Cooncil's  focus  is  to  address  issues  affecting  the  quality  of  tfaa 
environment  while  ensuring  economic  stability  In  our  region. 

We  appreciate  the  opportunity  to  comment  on  the  issue  of  risk  assessment.    This  Is  a 
necessary    process  for  evaluating  what,  where  and  how  resources  should  be  direct  d 
toward  protecting  oar  environment.   While  comprehensive,  it  creates  an  opportun  ty  for 
decision  makers  to  bolistically  approach  the  criteria  for  evaluating  the  environmei  t  in 
order  to  choose  alternatives  with  specific  limits  based  upon  realistic  standards,  an 
requirements  which  are  finite  and  measurable.   Choosing  any  alternative  must  hafe  with 
it  the  element  of  risk.  You  are  here  to  decide  the  process  for  accurately  assessing  ail  of 
the  risk,  while  minimizing  the  assumptions.   In  doing  so,  the  outcome  will  be  to  c^ttrel 
the  probability  of  occurrence  in  our  environment,  while  limiting  tbe  consequences 

Balance  is  always  tke  p^of  of  any  good  decision,  and  our  process  for  determining 
balance  must  have  risics  and  opportunities  in  the  evaluation.  Case  in  point:  An 
operation  producing  canned  vegetables  is  assumed  in  violation  for  recycling  trcatejl 
water  to  a  river  at  five  degrees  elevated  temperature.     The  prokibitive  regulation 
determines  the  need  for  cooling  exchange  to  reduce  the  temperature  to  within  regilaiery 
specs.    Hence,  active  metals  are  introduced  to  the  water  stream  from  a  heat  exeba  ige 
unit  and  air  particulate  from  cooling  towers  are  introduced  from  tbe  same  system  while 
at  an  exorbitant  cost  to  the  producer.   The  producer  is  now  confronted  with  air  bf  mc 
risk  contaminants  and  the  right-to-know  requirements  for  ttte  general  public.   Tb 
creates  significant  costs  for  administering  and  the  potential  for  public  litigation, 
depending  on  the  sitaation. 
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There  is  not  a  process  for  evaluating  the  balance  of  choices  to  be  made,  only 
compliance.   Assumption:  significant  amounts  of  biological  species  are  at  risk  due  |o  the 
introduction  of  water  at  elevated  temperatures  for  miles  downstream  and  an  ecosy  item 
may  be  destroyed  in  time.   Reality:  tide  pools  on  the  same  river  create  identical 
temperature  patterns  that  are  normal  to  the  ecosystem. 
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This  kind  of  compliance  in  our  regulatory  system  is  prevalent  and  complex  and 
provide  for  a  process  approach  to  resolving  what  is  at  risk  in  our  environment.   If 
process  of  evaluation  is  to  have  all  of  the  necessary  components  comprised  in  each 
alternative,   then  public  comment  must  and  should  be  a  part  of  the  process.    This 
very  necessary  part  of  providing  the  balance  in  assessing  the  risk  component.   If  w  ithing 
else  it,   provides  technical  information  for  use  in  the  cost  analysis  feature  of  the 
assessment.   In  working  with  regulated  businesses  nationwide  over  the  last  two  decides, 
especially  in  California,  there  has  been  a  very  narrow-minded  attitude  of  distrust  i 
dealing  with  companies  providing  any  input  in  the  environmental  arena.    Today 
businesses  are  more  "environmentally  conscious"  then  the  protected  public,  and  d« 
better  job  of  protecting  the  public  against  itself  on  environmental  issues. 
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"Assumptions  used  to  arrive  at  the  characterization  of  particular  risks"  must  be 
allowed  to  withstand,  like  any  other  hypothesis,  the  scrutiny  of  inquiry  in  order  to  draw 
out  the  concerns  that  would  be  addressed  in  comparative  analysis.     A  private  sector 
advisory  group  should  comment  on  the  sectors   which  may  be  impacted  by  such 
analysis,  and  solicit  the  necessary  input  on  such  an  evaluation.    Trade  and   regioi^l 
business  organizations  would  be  a  logical  area  to  employ  such  considerations. 


Too  often  the  consideration  of  employing  regulation  is  in  the  interest  of  time  and  c  ot  the 
benefit  of  well  funded  research.   Case  in  point:  Current  development  of  particulati 
matter(PM-lO)  standards  in  non-attainment  areas  where  completion  and  cons 
based  on  research  (consuming  millions  of  dollars)  WILL  be  fruidess.     At  an  early 
in  the  process  there  needs  to  be  a  mechanism  for  development  of  the  criteria  with 
outside  input  used  in  formulating  the  basis  for  that  criteria.   It  may  be  research,  o 
experiential  input,   but  it  must  be  integrated  into  the  risk  evaluation  formula.  Thi 
what  ensures  adequacy  in  "reasoned  decision  making". 


The  approach  of  comparative  risk  is  a  critical  ingredient  in  keeping  the  "conscrvaf  vc 
standardized  assumptions  in  perspective.   It  does  not  seem,  for  instance,  that  the 
"scientific  uncertainty"  associated  with  a  sector  of  "criteria  pollatants"   is  valid  ii 
protecting  the  general  public  in  an  area  where  the  risk  of  a  fatal  gun  shot  wound 
the  parts  per  thousand,  when  compared  to  the  carcinogenic  risk  in  the  parts  per 
hundred  thousand.   It  demands  of  society  what  priorities  there  should  be  in  acquit  ing 
resources  to  get  the  job  done!    Yes,  there  is  a  critical  link  here.     Fees  pay  to  regul  ite 
pollutants,  and,  fees  pay  to  regulate  crime,  but  only  one  source  contributes  the  lion  share 
of  the  kitty,  the  regulated  businesses  in  the  community. 
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Our  Council  has  faced  an  onslaught  of  regulatory  statutes  in  the  past  Ave  years  an  1  it  is 
sucking  the  life  out  of  these  companies.   Technical  compliance  features  in  the  statu  es 
are  becoming  catch  alls  for  the  medium  and  small  businesses.   Interpretation  of  thi 
science  of  risk  in  compliance  organizations  is  in  an  all  time  frenzy.     Responsible 
discretion  of  compliance  staff  is  completely  unpredictable  and  companies  are  forcei    to 
defer  or  shelve  3  to  5  year  planning  cycles.     Large  bureaucratic  regulatory  agcocii  i 
show  little  or  no  integrated  assessment  of  "comparative"  risks  from  water  to  soil  t(  air. 
Case  in  point:  In  14  months  medium  and  large  sized  facilities  have  had  to  comply  vitb 
four  different  risk  management  statutes.   Toxic  hot  spots(air  quality);  Risk  Analysi  i  of 
acutely  hazardous  substances(liquids/RMP);Proce3s  Safety  !VIanagemcnt(job  site 
exposure);  SARA  Title  III  implementalion(materials  catch-all/solid,  liquid,  air;  and  on  a 
projected  hvo  year  cycle  ARP.    All  of  these  regulations  arc  intended  to  control  th« 
probability  of  events  and  ongoing  levels  of  exposure  for  the  same  substances.     Is  tl  tn 
accurate  cost  impact  assumptions  for  these  rules?      Cumulatively,  the  impact  has  i  lol 
even  been  mentioned  in  any  regulatory  packet:  federal  or  state.   Yet,   independenti  y 
these  regulations  will  force  businesses  to  sensitize  the  general  public  into  complete 
paranoia  with  four  separate  right-to-know  procedures  for  compliance(five  when  40JCFR 
part  68  goes  on  the  books). 

Your  task  is  an  important  one.   Risk  assessment  has  been  at  the  center  of  concern  for 
our  Council  for  some  time.    Again,  we  appreciate  the  opportunity  to  comment  at  tl  is 
time  and  are  available  for  future  cooperation  on  this  matter. 


W.E.  "Walt"  Murray 
Executive  Director 
M.C.C.V. 
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January  31, 

1994 

Dear  Represenutive: 

This  week  the  House  of  Representatives  is  scheduled  to  consider  H.R.  342S,  the  Department  of 
Environmental  Protection  Act,  a  bill  to  elevate  the  Environmental  Protection  Agency  (EPA)  to 
cabinet  level  status.  The  proposed  rule  on  the  legislation,  however,  does  not  provide  an 
opportunity  for  you  to  fully  address  the  role  of  risk/benefit  analysis  when  regulations  are 
promulgated  by  this  new  cabinet  level  department. 

The  importance  of  a  risk/benefit  analysis  requirement  on  EPA  has  recently  been  underscored  by 
a  well  meaning  but  burdensome  regulation  with  significant  negative  impact  on  agricultural 
production.  The  Agency  developed  a  new  Worker  Protection  Standard  (WPS)  for  Agricultural 
Pesticides  which  is  schedule  to  go  in  effect  on  April  21,  1994.  While  the  purpose  of  the  program 
—  protecting  farmworkers  from  pesticide  exposure  —  is  laudable,  the  WPS  as  currently  designed 
is  so  complex  and  ill-conceived  that  we  as  state  regulators  cannot  possibly  enforce  the  standard 
on  April  21,  1994. 

Even  though  we  as  state  regulators  have  been  joined  by  farmers  and  Members  of  Congress  — 
including  Senate  Appropriations  Report  language  —  calling  for  a  delay  in  the  implementation  date, 
EPA  refiises  to  recognize  the  problems  it  has  created  and  delay  the  date  of  implementation.  And 
even  more  astounding,  they  refuse  to  change  the  date  even  though  there  is  no  legislative  mandate 
to  implement  the  program  on  April  21. 

This  recent  example  provides  strong  indication  that  Congress  will  need  to  mandate  a  risk/benefit 
analysis  before  EPA  —  or  a  cabinet  level  department  —  will  consider  how  their  regulations  impact 
the  real  world. 

On  behalf  of  the  Commissioners,  Secretaries  and  Directors  of  Agriculture  in  the  fifty  states  and 
four  territories,  I  encourage  you  to  insist  on  a  risk  analysis  amendment  to  H.R.  3425  before  the 
House  of  Representatives  approves  EPA's  elevation. 

Sincerely, 


Mark  C.  Nestlen 

Manager,  Legislative  &  Regulatory  Affairs 


Riduid  W.  KircMloffi  Berndtiiv  Vict  I*reijfni  tit  Chief Exwtiuiit  Offiar 


1156  15th  Sireci,  IV.  W.  Suite  1020    Washington,  DC  20005     (202)  296-96H0   (202)  296-9686  fk 
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STATEMENT  OF  SENATOR  J.  BENNETT  JOHNSTON 

February  1,  1994 

Hearing  before  the  Subconunittees  on 

Environment,  Energy  and  Natural  Resources, 

and  Legislation  and  National  Security, 

of  the  House  Committee  on  Government  Operations 


Mr.  Chairman,  members  of  the  Committee,  thank  you  for  the 
opportunity  to  testify  on  risk-based  environmental 
decisionmaking,  particularly  with  respect  to  the  pending 
legislation  that  would  make  the  Environmental  Protection  Agency  a 
cabinet  department . 

I  start  from  the  premise  that  we  must  do  a  better  job  of 
setting  environmental  priorities .   In  the  face  of  ever-tightening 
budgetary  constraints,  it  has  become  increasingly  apparent  that 
we  must  focus  our  limited  resources  on  the  environmental  problems 
that  pose  the  greatest  risk.   And  that  means  making  choices,  many 
of  which  will  not  be  popular  with  some  of  our  constituents,  but 
which  are  necessary  if  we  are  to  get  the  most  for  our 
environmental  protection  dollar. 

I  believe  that  those  choices  should  be  guided  in  large  part 
by  a  ranking  of  the  various  risks  posed,  based  on  the  best 
scientific  information  available.   EPA  recognized  this  in  its 
seminal  1987  Unfinished  Business  report,  where  EPA  systematically 
ranked  the  seriousness  of  the  various  risks  that  it  was 
addressing  or  could  address.   The  report  found  that  there  was 
little  correlation  between  the  risks  that  the  EPA  staff  judged  as 
most  threatening  and  EPA's  program  priorities.   Instead,  EPA 
found  a  correlation  between  EPA's  priorities  and  public  opinion 
on  the  seriousness  of  various  environmental  threats.   "Overall, 
EPA's  priorities  appear  more  closely  aligned  with  public  opinion 
than  with  our  estimated  risks." 

These  conclusions  were  confirmed  in  1990  by  EPA's  Science 
Advisory  Board  in  its  Reducing  Risk  report.   Reducing  Risk  urged 
EPA  to  target  its  environmental  protection  efforts  on  the  basis 
of  opportvinities  for  the  greatest  risk  reduction. 

I  recognize  that  Congress  is  part  of  the  problem.   Perhaps 
because  of  Congressional  mistrust  of  EPA  over  the  last  12  years, 
we  have  written  statutes  that  constrain  EPA's  ability  to  set 
rational  environmental  protection  priorities.   I  believe  that  we 
must  review  those  statutes  and  remove  barriers  to  rational 
priority-setting . 

But  that  is  a  subject  for  future  hearings.   Today,  I  want  to 
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discuss  the  need  for  concise,  readable  information  about  the 
risks  addressed  by  individual  environmental  regulations. 
Regulations  are  where  the  "rubber  meets  the  road,"  where  billions 
of  dollars  are  spent  in  the  pursuit  of  a  specific  environmental 
solution.   Unless  we  clearly  understand  the  effects  of 
significant  regulations,  we  will  be  unable  judge  whether  we  are 
addressing  high-risk  problems  in  cost-effective  ways,  or  low-risk 
problems  in  wasteful  ways . 

My  amendment  is  intended  to  address  this  part  of  the 
problem,  and  it  can  be  summarized  quite  briefly.   First,  it  would 
require  the  Secretary  to  estimate  the  risk  addressed  by  a 
regulation  and  the  cost  of  implementing  that  regulation.   Second, 
it  would  require  the  Secretary  to  compare  the  risk  addressed  by 
the  regulation  to  other  risks  to  which  the  public  is  exposed. 

Finally,  it  would  require  the  Secretary  to  make  a 
certification  of  certain  matters,  or  explain  why  she  is  unable  to 
so  certify.  The  Secretary  is  asked  to  certify  that  the  estimates 
and  comparisons  are  based  on  the  best  available  scientific  data, 
that  the  regulation  will  advance  the  purpose  of  protecting 
against  the  risk  identified,  and  that  the  regulation  will  produce 
benefits  that  justify  the  cost  of  the  regulation.   If  the 
Secretary  is  unable  to  make  this  certification,  she  need  only 
explain  why. 

Although  the  amendment  received  near-unanimous  support  in 
the  Senate,  some  House  members  and  others  have  expressed 
concerns,  which  I  would  like  to  address.   One  concern  has  been 
that  the  eimendment  would  increase  the  costs  of  promulgating  new 
regulations.   On  this  point,  the  Congressional  Budget  Office  has 
estimated  that  the  amendment  would  add  $20  million  annually  to 
EPA's  cost  of  issuing  regulations.   However,  CBO  also  concluded 
that  the  amendment  would  result  in  no  significant  additional 
costs  for  the  promulgation  of  major  rules .   In  other  words ,  the 
$20  million  is  caused  by  applying  the  amendment  to  rules  that  are 
not  major. 

I  want  to  assure  you  that  I  am  amenable  to  limiting  the  size 
and  type  of  regulations  that  are  subject  to  the  amendment,  and 
look  forward  to  resolving  that  issue  in  conference.   I  am 
confident  that  we  can  reduce  the  cost  of  implementing  the 
amendment  to  an  amount  that  is  quite  small,  particularly  in 
comparison  to  the  huge  costs  of  complying  with  a  major  rule. 

Another  concern  has  been  that  the  amendment  would  delay  the 
rulemaking  process.   For  example,  some  have  suggested  that  the 
amendment  would  require  the  Secretary  to  compare  the  risk 
addressed  by  the  regulation  to  every  imaginable  risk  to  which  the 
public  is  exposed. 

This  concern  should  be  satisfied  by  a  close  reading  of  the 
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amendment;  it  says  that  the  Secretary  shall  compare  the  risk 
addressed  by  the  regulation  "to  other  risks  to  which  the  public 
is  exposed."   It  does  not  say  that  the  comparison  should  be  to 
all  risks  to  which  the  public  is  exposed. 

Furthermore,  the  purpose  of  the  risk  comparison  is  very 
simple;  it  is  to  give  members  of  the  public  some  understandable 
reference  points  so  that  they  can  grasp  the  magnitude  of  the  risk 
posed.   Most  of  us  cannot  immediately  grasp  the  meaning  of  a  ten 
to  the  minus  six  chance  of  dying  from  a  particular  ailment.   But 
if  we  can  compare  that  risk  to  three  other  common  risks,  such  as 
the  risk  of  dying  from  lung  cancer,  the  risk  of  dying  in  a  car 
accident,  and  the  risk  of  being  hit  by  lightning,  we  can  have 
some  idea  of  what  the  scientists  are  talking  about.   That  is  all 
that  the  amendment  calls  for.   If  the  Secretary  believes  that 
this  can  be  accomplished  by  using  the  same  three  common  examples 
in  every  regulation,  I  would  have  no  objection. 

In  fact,  the  amendment  does  not  require  any  new  fact-finding 
studies  prior  to  promulgating  a  regulation;  that  is  why  it  asks 
the  Secretary  to  certify  only  that  the  scientific  evaluation  of 
the  risk  be  based  on  "the  best  available  data."   If  the  Secretary 
bases  her  assessment  of  risk  and  costs  and  benefits  on  the 
scientific  information  available  to  her  at  the  time  the 
regulation  is  issued,  the  amendment  is  satisfied. 

Delay  from  litigation  is  also  precluded.   The  amendment 
provides  that  actions  called  for  by  the  amendment  are  not  subject 
to  judicial  review.   The  amendment  provides  that  it  "shall  not  be 
subject  to  judicial  review,"  and  that  "Nothing  in  this  section 
shall  be  construed  to  grant  a  cause  of  action  to  any  person."   We 
need  better  environmental  regulations,  not  more  litigation. 

In  the  same  vein,  I  noticed  that  H.R.  3425  provides  that 
"This  section  [section  114,  regarding  unbiased  scientific 
information]  shall  not  be  the  basis  for  challenging  actions  taken 
under  other  provisions  of  law,  or  the  cause  of  delay  of  any 
action  required  to  meet  a  statutory  or  court-imposed  deadline." 
If  adding  a  provision  similar  to  this  to  my  amendment  would  give 
members  of  the  House  comfort,  I  would  be  happy  to  consider  such 
an  addition  in  conference. 

There  are  a  few  other  misconceptions  about  the  amendment 
that  I  would  likely  to  briefly  clear  up.   First,  the  amendment 
does  not  change  existing  environmental  laws .  That  is  why  it  says 
that  "this  section  shall  not  be  construed  to  cimend,  modify,  or 
alter  any  statute...."   If  an  existing  environmental  law  requires 
the  Secretary  to  issue  a  regulation  that  involves  huge  costs  and 
minimal  benefits,  the  amendment  does  not  relieve  her  of  that 
obligation.   But  it  does  give  her  an  opportunity  to  say 
"Congress,  the  benefits  of  this  regulation  do  not  justify  the 
costs,  but  you  made  me  do  it,"  and  I  think  that's  valuable 
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information. 

Second,  the  amendment  does  not  require  the  use  of  a 
particular  method  of  risk  assessment.   I  realize  that  risk 
assessment  is  an  evolving  scientific  field,  and  the  last  thing  I 
want  to  do  is  impede  that  progress. 

Third,  the  cunendment  does  not  require  that  the  Secretary 
certify  that  the  benefits  exceed  the  costs.   Instead,  the 
amendment  asks  the  Secretary  to  certify  that  the  benefits  justify 
the  costs.   I  used  "justify"  rather  than  "exceed"  because  it  is 
difficult  to  estimate  costs  and  benefits,  and  I  wanted  to  give 
the  Secretary  significant  latitude  on  this  matter.   If  the 
Secretary  finds  it  difficult  to  estimate  the  benefits  of  a 
particular  regulation,  but  she  concludes  that  those  benefits 
justify  the  costs  involved,  the  amendment  allows  her  to  enter  a 
positive  certification. 

Finally,  the  amendment  does  not  limit  the  authority  of  the 
Secretary  to  regulate.   As  long  as  the  Secretary  is  willing  to 
explain  why  she  did  not  make  a  certification,  she  can  issue  any 
regulation  she  deems  appropriate.   That  is  why  the  amendment  is  a 
"truth  in  labelling"  provision.   It  requires  candor,  but  it  does 
not  constrain  the  regulatory  discretion  of  the  Secretary. 

I  would  also  like  to  address  the  two  arguments  that  the 
Administration  has  made  against  the  amendment.   First,  the 
Administration  has  said  that  it  wants  a  "clean"  bill  i.e,  one 
limited  to  administrative  provisions.   Although  that  may  be  the 
Administration's  preference,  the  Senate  has  already  rejected  that 
approach.   When  the  Senate  debated  S.171,  the  first  amendment 
considered  was  a  clean  substitute  offered  by  Senator  Roth,  and  it 
was  voted  down.   The  Senate  then  went  on  to  add  several 
substantive  provisions,  including  the  one  I  offered. 

The  Administration  also  argues  that  my  amendment  should  be 
set  aside  so  that  the  Administration's  September  30,  1993 
Executive  Order  can  be  given  a  chance  to  work.   I  find  this 
unconvincing  for  several  reasons . 

First,  the  Clinton  Executive  Order  is  limited  almost 
entirely  to  assessing  costs  and  benefits,  and  has  very  little  to 
do  with  assessing  the  risk  addressed  by  a  particular  regulation. 
Specifically,  section  6  of  the  Executive  Order,  which  sets  forth 
the  actual  process  for  adopting  regulations,  does  not  require 
that  a  risk  assessment  be  performed  in  conjunction  with  the 
promulgation  of  a  regulation.   It  merely  requires  that  costs  and 
benefits  be  assessed. 

Instead  of  requiring  risk  assessment  in  section  6,  risk- 
based  prioritization  is  listed  in  section  1  as  one  of  twelve 
general  regulatory  principles  that  agencies  "should"  follow. 
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Section  4,  regarding  annual  regulatory  plans,  requires 
consideration  of  risk,  but  only  with  respect  to  "the  most 
important  significant  regulatory  actions,"  whatever  that  means. 

Thus ,  the  Executive  Order  lacks  important  elements  that  are 
contained  in  my  amendment.   Under  the  Executive  Order, 
regulations  need  not  be  accompanied  by  a  plain  and  simple 
statement  regarding  risk.   The  risk  addressed  by  the  regulation 
need  not  be  estimated,  and  it  need  not  be  compared  to  other  risks 
to  which  the  public  is  exposed.   Similarly,  there  is  no 
requirement  for  a  certification  that  the  best  available 
scientific  data  was  used,  or  that  the  regulation  will  advance  the 
purpose  of  protecting  against  the  identified  risk,  or  that  the 
benefits  justify  the  costs  of  the  regulation. 

In  addition,  the  Executive  Order  provides  that  0MB  can 
exempt  regulations  from  even  the  required  cost-benefit  analysis. 
Although  the  Administration  has  said  that  it  will  make  only 
limited  use  of  this  exemptions,  the  actual  language  of  the 
Executive  Order  is  entirely  open-ended. 

Finally,  no  Executive  Order  can  do  the  job  of  a  statute.   We 
have  had  an  Executive  Order  that  requires  cost-benefit  analysis 
since  1981,  but  it  has  brought  us  no  closer  to  establishing  risk- 
based  environmental  priorities .   The  Clinton  Executive  Order  is 
fine  as  far  as  it  goes,  but  it  does  not  go  nearly  far  enough.   It 
is  time  for  Congress  to  address  this  issue  itself,  and  I  can 
think  of  no  better  place  than  in  a  statute  that  will  guide  our 
new  Department  of  Environmental  Protection. 

In  closing,  Mr.  Chairman,  I  want  to  thank  you  for  holding 
this  hearing.   We  have  just  begun  the  process  of  setting 
environmental  priorities  based  on  relative  risk,  and  I  pledge  to 
work  with  you  for  as  many  years  as  it  takes  to  get  the  job  done. 
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EXECUTIVE  OFFICE  OF  THE   PRESIDENT 

OFFICE  OF  MANAGEMENT  AND  BUDGET 
WASHINGTON,  DC     20503 


ADMINISTRATOR 

OFFICE  OF 

INFORMATION  AND 

REGULATORY  AFFAIRS 


MAR3I  1994 


Honorable  John  L.  Mica 

U.S.  House  of  Representatives 

Washington,  D.C.   20515 

Dear  Congressman  Mica: 

As  follow-up  to  the  February  1,  1994  hearing  on  risk  based 
decision-making,  you  asked  me  to  clarify  my  position  on  a  number 
of  questions.   Enclosed  are  my  responses  to  those  questions. 

I  look  forward  to  continuing  to  work  with  you  and  your  colleagues 
on  the  important  issue  of  risk  analysis. 


Sincerely  yours, 
Sally  Katzen 


Enclosure 
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Follow-up  questions  from  Representative  Mica 
February  1,  1994  Hearing  on  Risk  Based  Decision-making 


1)    Recognizing  that  state  and  local  government  organizations, 
such  as  the  League  of  Cities,  the  Conference  of  Mayors,  and  the 
National  Governor's  Association,  strongly  support  risk  assessment 
and  cost/benefit  analysis  as  necessary  means  for  addressing  the 
problems  of  unfunded  mandates  and  acknowledging  that  President 
Clinton  has  vowed  to  assist  State  and  local  governments  with 
unfunded  mandates,  does  the  Administration  support  risk 
assessment  and  cost/benefit  analysis  for  EPA  regulations?   In 
addition,  does  the  Administration  support  the  language  in  the 
"Johnson  Amendment?" 


As  I  testified  at  the  February  1,  1994,  hearing,  the 
Administration  believes  that  risk  assessment  and  cost-benefit 
analysis  are  effective  tools  for  regulatory  decision-making,  not 
just  within  EPA,  but  within  all  Federal  agencies.   The  Executive 
Order  on  Regulatory  Planning  and  Review  (E.O.  12866) ,  signed  by 
the  President  on  September  30,  1993,  underscores  the  importance 
of  rigorous  analysis.   The  Executive  Order  specifically  directs 
agencies  to  consider  the  costs  and  benefits  or  a  proposed 
regulation,  as  well  as  how  the  proposed  action  would  reduce  risks 
to  public  health,  safety  or  the  environment. 

As  you  know,  the  Administration  opposed  the  Johnston  Amendment  to 
the  EPA  Elevation  bill.   I  testified  that  the  language  was  both 
overinclusive  and  underinclusive.   It  is  overinclusive  in  that  it 
would  require  risk  analysis  for  all  EPA  regulations  —  even 
routine  regulations  where  such  analysis  would  not  be  particularly 
useful.   The  amendment  is  underinclusive  in  that,  unlike  our 
Executive  Order,  it  applies  only  to  EPA  and  not  to  all  Federal 
agencies  that  regulate  health,  safety  and  environmental  risks. 
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2)   Executive  Order  12866  says  that  agencies  must  use  the  best 
available  scientific  data  to  assess  the  need  for  and  consequences 
of  a  rulemaking.   Will  the  Administration  interpret  "best 
scientific  data"  to  mean  that  risk  assessments  should  present  the 
most  scientifically  plausible  estimate  (or  a  "best  estimate") 
along  with  associated  uncertainties? 

The  Executive  Order  uses  the  term  "best  reasonably  obtainable 
scientific. .. information" .   We  contemplated  that  the  agencies 
would  use  valid  data  relevant  to  the  task  at  hand  and  reasonably 
available.   As  a  general  matter,  the  decision  maker  should  be 
given  not  just  a  single  number  (whether  the  "most  scientifically 
plausible  estimate"  or  "best  estimate")  but  a  full  range  of  data 
points  with  as  much  information  as  is  useful  to  reveal  the 
underlying  assumptions  and  the  degree  of  uncertainty  that  may 
exist. 
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3)   In  view  of  the  limited  resources,  should  risk  assessment  be 
used  as  a  tool  to  set  priorities  and  should  objectives  and 
unbiased  risk  assessment  be  used  to  set  those  priorities  in 
order  to  ensure  that  we  do  not  mis-allocate  scarce  funds? 

Risk  analysis  is  certainly  one  of  several  tools  that  should  be 
used  in  setting  priorities.   As  I  have  testified,  however,  an 
agency  often  does  not  have  discretion  in  setting  its  priorities 
because  Congress  has  assigned  it  specific  tasks,  to  be  complete 
in  defined  time  frames,  and  these  mandates  should  be  honored  — 
even  it  the  agency  decides  that  other  tasks  would  be  more 
productive  in  reducing  health,  safety,  and  environmental  risks. 
Where  agency  resources  are  limited,  as  they  increasingly  are,  the 
statutory  mandates  may  be  the  only  items  that  the  agency  can 
address. 
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4)   How  much  does  the  Administration  estimate  the  cost  will  be  to 
conduct  Department  of  Energy  and  Department  of  Defense  facility 
clean-up  programs? 

We  do  not  have  a  precise  estimate  of  the  cost  of  conducting 
Department  of  Energy  and  Department  of  Defense  facility  clean-up 
programs,  but  we  know  that  the  cost  will  be  very  high.   In  1991, 
the  Department  of  Defense  released  an  estimate  of  overall  cleanup 
costs  in  the  range  of  $2  5  billion;  the  Department  of  Energy  has 
never  prepared  such  an  overall  cost  estimate,  but  in  testimony 
before  Congress,  DOE  officials  have  offered  the  judgment  that  the 
cost  will  be  over  $100  billion.   The  Department  of  Defense  is 
currently  completing  a  new  estimate  of  the  cost  of  its  cleanup 
program,  based  on  updated  information  about  its  cleanup 
requirements,  which  is  expected  to  be  available  during  FY  1994. 
The  Department  of  Energy  is  currently  undertaking  a  study  of  its 
potential  total  cleanup  costs,  which  was  required  by  the  1993 
Department  of  Defense  Authorization  Act  and  which  is  expected  to 
be  completed  in  FY  1995.   The  results  of  both  studies  will  need 
to  be  interpreted  and  used  with  care,  since  the  range  of 
estimates  produced  will  depend  significantly  upon  the  assumptions 
on  which  the  estimates  are  based.   Assumptions  adopted  in  the 
studies  about  factors  such  as  the  extent  and  nature  of  the 
contamination  problems  to  be  addressed,  the  timing  and  level  of 
cleanup,  cleanup  standards,  technology  available  and  utilized, 
and  the  cost  of  cleanup  labor  and  technology,  among  others,  will 
have  a  significant  impact  on  the  range  of  cost  estimates 
resulting  from  the  studies. 

Notwithstanding  the  departments'  attempts  at  developing  a  cost 
estimate,  the  Administration  places  a  higher  priority  on 
addressing  the  clean-up  needs  than  on  developing  a  precise  cost 
estimate. 
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5)   Recently,  the  EPA  issues  a  new  regulation  which  requires 
onboard  refueling  controls  on  trucks.   In  that  case,  the  American 
Medical  Association  had  written  to  Congress  and  said  that  any 
health  benefits  of  such  regulations  would  be  "inconsequential," 
yet  apparently  a  major  part  of  EPA's  justification  for  the 
regulation  was  that  it  would  have  important  health  benefits.   It 
appears  that  EPA's  assessment  of  benefits  under  the  Executive 
Order  in  this  case  must  have  been  based  on  worst-case  risk 
assessment  and  tenuous  data  or  hypotheses  rather  than  the  "best 
available  data."   Please  explain  this  decision-making  process  in 
observance  of  the  Executive  Order. 


EPA  presented  a  number  of  reasons  for  requiring  on-board 
refueling  control  for  trucks.   The  health  benefits  (in  terms  of 
reduced  cancer  cases)  was  only  one  of  the  factors  cited  by  EPA. 
The  primary  reason  was  that  EPA's  analysis  indicated  that  onboard 
refueling  control  represents  a  cost-effective  means  of  achieving 
reductions  in  ozone-forming  emissions.   The  OIRA  staff  that 
reviewed  the  analysis  supporting  the  regulation  found  it  to  be  at 
or  above  the  level  of  analysis  expected  from  the  agencies. 
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6)   The  National  Performance  Review  is  entitled  "Creating  a 
government  that  works  better  and  costs  less."   If  the 
Administration  is  serious  about  reducing  the  size  of  the  federal 
government  as  well  as  its  costs,  why  then  is  it  not  required  that 
cost  benefit  be  used  uniformly  and  consistently  in  the 
promulgation  of  regulations? 

As  I  have  previously  testified,  while  the  Administration  supports 
cost-benefit  analysis,  it  does  not  believe  that  one  size  fits 
all'  and  that  indeed  the  benefit  of  doing  a  cost-benefit  analysis 
in  some  instances  (e.g.,  routine  or  nondiscretionary  regulations) 
may  not  justify  the  costs  of  doing  a  cost-benefit  analysis.   The 
NPR  underscored  the  importance  of  tailoring  solutions  to  the 
particular  problem  rather  than  imposing  a  single  set  of  command 
and  control  regulations  on  all  agencies. 
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7)   The  EPA  report  entitled  "EPA's  Use  of  Benefit-Cost  Analysis 
1981-1986"  found  that  benefit-cost  analysis  frequently  provides 
the  basis  for  stricter  environmental  regulations  and  may  reveal 
regulatory  alternatives  that  achieve  the  desired  degree  of 
environmental  benefits  at  a  lower  costs.   Please  comment  on  this. 

The  purpose  of  developing  the  benefits  and  costs  of  regulations 
and  reasonable  alternative  actions  under  Executive  Order  12866  is 
to  develop  smarter/better  regulations.   In  some  cases  this  may 
mean  the  identification  of  a  more  stringent  (but  cost-effective) 
regulatory  alternative  as  suggested  by  EPA's  report  ("EPA's  Use 
of  Benefit-Cost  Analysis  1981-1986"),  and  in  some  cases  it  may 
identify  a  less  stringent  regulatory  action  (e.g.,  labeling)  as  a 
desirable  alternative  (depending  on  the  statutory 
authority/ framework) . 


84-713  0-94-9 
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Honorable  Karen  L.  Thurman 
U.S.  House  of  Representatives 
Washington,  D.C.   20515 

Dear  Congresswoman  Thurman: 

When  I  testified  on  February  1,  1994,  on  risk  analysis  before  the 
Cominittee  on  Government  Operations,  you  asked  me  to  give 
"examples  where  the  Executive  Order  [on  Regulatory  Planning  and 
Review]  has  worked"  to  save  localities  money. 

I  believe  the  Executive  Order  has  had  the  salutary  effects  that 
it  was  intended  to  have.   I  must  emphasize  that  if  the  process 
works  perfectly,  someone  in  my  position  would  not  be  aware  of 
each  and  every  change  in  a  regulation  —  from  initial  concept 
through  the  development  of  a  Notice  of  a  Proposed  Rulemaking 
through  the  preparation  of  a  final  regulation.   As  you  know,  the 
agencies  are  the  entities  primarily  responsible  for  implementing 
the  principles  set  forth  in  the  Executive  Order,  and  to  the 
extent  they  do  their  jobs,  the  reviewing  entity  would  not  be 
aware  of  what  would  have  been  done  in  the  absence  of  the  Order. 

We  have,  however,  seen  an  increase  in  sensitivity  to  the  issue  of 
unfunded  mandates  and  attempts  to  minimize  the  burdens  on  State, 
local,  and  tribal  governments. 

Three  recent  examples  are: 

•  a  Department  of  Health  and  Human  Services  proposal  to 
establish  standards  for  the  development  of  statewide 
information  systems  enabling  States  to  track  information  on 
the  status  of  every  child  in  foster  care.   We  worked  with 
the  agency  to  allow  States  the  option  of  providing  a  sample 
—  rather  than  100  percent  --  of  the  data,  thus  greatly 
reducing  state  reporting  requirements;  and 

•  a  Department  of  Education  proposal  to  provide  more  flexible 
regulatory  standards  in  assessing  educationally 
disadvantaged  children  who  receive  services  related  to 
their  education.   While  States  currently  must  meet 
detailed  regulatory  standards,  under  the  new  proposal. 
States  will  be  allowed  to  develop  their  own  testing 
methodologies  that  are  consistent  with  their  education 
reform  efforts. 
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•     an  Environmental  Protection  Agency  policy  to  control 

combined  sewer  overflows  that  occur  in  older  cities  when 
a  municipal  treatment  plant  cannot  treat  both  the  storm 
water  runoff  and  domestic  sewage  during  heavy  rains. 
One  of  the  options  discussed  could  have  cost 
municipalities  as  much  as  $14  billion  per  year. 
Instead,  the  final  policy  provides  flexibility  to 
municipalities  to  tailor  programs  based  on  the  site- 
specific  pollutant  reductions  achieved  and  the  costs  of 
alternative  control  options. 

As  agencies  implement  the  principles  of  the  Executive  Order,  we 
expect  to  see  increasing  evidence  of  the  ways  they  work  to  save 
localities  money. 

I  hope  this  has  been  responsive  to  your  inquiries. 

Sincerely  yours. 


Sally  Katzen 


<;c:   Honorable  John  Conyers,  Jr. 


Identical  Letter  Sent  to  Honorable  John  M.  McHugh 
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Congresswoman  Corrine  Brown 

February  1,  1994 

Supporting  H.R.  3425 

Department  of  Environmental  Protection  Act 


Mr.  Chairman,  I  strongly  support  H.R.  3425,  the  Department  of 
Environmental  Protection  Act,  and  applaud  you  for  holding  this  hearing  today  on 
risk  assessment.  I  would  also  like  to  commend  the  President  for  giving  us  some 
real  leadership  on  this  issue.  This  long  overdue  legislation  demonstrates  our 
nation's  commitment  to  the  environment  at  the  highest  levels  of  our  government. 
This  bill  places  environmental  considerations  in  the  highest  forum  —  the 
President's  Cabinet  —  where  our  country's  policies  and  decisions  are  made.  This 
bill  also  promotes  our  nation's  environmental  interests  within  the  international 
community  and  promotes  international  cooperative  efforts  to  address  global 
environmental  issues. 

The  Committee  has  crafted  a  good  clean  bill  that  is  free  from  substantive 
policy  language  but  does  address  the  organizational  changes  necessary  to  elevate 
the  agency  to  cabinet  status.  The  goal  of  this  bill  is  to  achieve  organizational, 
structural  and  management  reforms;  it  is  not  designed  to  legislate  environmental 
policy.  This  legislation  should  not  be  used  to  change  existing  environmental 
statutes  under  the  jurisdiction  of  other  committees. 

Elevating  EPA  to  the  top  tier  of  the  U.S.  government  as  an  equal  member 
of  the  President's  Cabinet  of  advisors  must  happen  before  we  consider  other 
environmental  legislation  such  as  the  Clean  Water  Act,  Safe  Drinking  Water  Act,  ^ 
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Superfund.  Cost/benefit,  risk  analysis,  takings/private  property  rights,  wetlands 
or  other  issues  that  affect  existing  environmental  statutes  go  beyond  the  scope  of 
this  bill.  There  are  other  opportunities  and  legislative  vehicles  to  address  these 
substantive  environmental  policies. 

Our  Cabinet  Elevation  Bill  accomplishes  several  important  administrative 
goals  to  correct  a  number  of  problems  at  the  agency,  particularly  contracting 
problems.  The  bill  contains  reforms  in  managing  privately  contracted  work  and 
equipment  procurement  by  the  department.  EPA  has  been  severely  criticized  for 
mismanagement  of  contracted  work,  resulting  in  wasted  money  and  missed 
objectives.  This  bill  would  curb  umbrella  contracting  and  contract  shopping.  The 
bill  would  prohibit  contractors  from  performing  government  functions  such  as 
audits  and  financial  oversight  of  projects. 

For  the  first  time,  there  will  be  an  Office  of  Environmental  Justice  to 
address  concerns  that  minority  groups  and  the  poor  face  disproportionately  high 
health  risks  from  pollution.  There  is  growing  concern  that  low-income  and 
minority  communities  are  face  higher  exposure  rates  to  certain  toxins  and 
polluting  facilities.  This  bill  will  also  create  an  Office  of  Environmental  Risk  to 
reduce  risks  to  human  health  in  our  environment. 

This  bill  provides  the  structural  changes  needed  to  elevate  the  EPA  to 
Cabinet  status.       Thank  you. 
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OPENING  STATEMENT  OF  JOHN  CONYERS,  JR. 
CHAIRMAN, 
SUBCOMMITTEE  ON  LEGISLATION  &  NATIONAL  SECURITY 
HEARING  ON  RISK  ASSESSMENT  ISSUES  AT  EPA 

FEBRUARY  1,  1994 


Good  morning,  today  the  subcommittees  come  together  to 
examine  the  important  issues  of  risk  assessment  and  cost-benefit 
analysis  in  the  context  of  agency  rulemeJcing.   The  issue,  to  say 
the  least,  is  somewhat  new  and  somewhat  thought-provoking. 

The  Chair  wants  to  make  special  note  of  the  contributions 
which  Gary  Condit,  a  Government  Operations  Subcommittee  chairman, 
has  made  on  this  subject,  and  wants  to  thank  Subcommittee 
Chairman  Mike  Synar  and  the  able  subcommittee  staff  for  putting 
together  this  subcommittee  hearing  with  such  speed  and  skill. 

We  all  recognize  that  there  sometimes  appears  to  be  an 
unfairness  about  the  regulations  that  are  drafted  by  EPA  and 
other  agencies  by  perhaps  putting  too  much  burden  on  small 
communities  and  industry  for  what  seem  to  be  small  achievements. 
On  the  other  hand,  we  also  know  that  there  are  huge  and  often 
multiple  environmental  problems  facing  all  parts  of  this  country 
which  need  to  be  addressed,  and  which  are  unwise  to  pit  against 
each  other.   The  question  is  are  we  striking  the  right  balance. 

In  striking  that  balance  we  want  to  ensure  that  we  do  not 
create  a  new  bureaucracy  which  creates  significant  unforeseen 
consequences.    Does  the  creation  of  a  risk  assessment  scheme, 
complemented  with  a  cost-benefit  analysis,  increase  public  health 
problems  by  forcing  us  to  pit  one  problem  against  another  when 
protecting  public  health?  Should  agencies  compare  risks 
regulated  by  other  agencies  over  which  they  have  no  control? 
Should  Congress  be  in  the  business  of  micromanaging  a  risk 
assessment  program  which  EPA  and  other  agencies  are  already 
implementing  through  Executive  Order  12866?   Is  cost-benefit 
analysis  sound  science?  And  are  there  other  ways  of  addressing 
regulations  which  unfairly  and  unwisely  burden  certain 
populations? 

There  is  widespread  recognition  on  both  sides  of  this  issue 
that  answers  to  these  questions  are  not  easy.   That  is  why  I  and 
others  have  opposed  attempting  to  address  this  in  legislation 
which  is  before  the  House  at  this  time,  and  why  I  thank  others 
for  their  willingness  to  engage  in  closer  scrutiny  before 
legislating  in  this  area. 

I  look  forward  to  our  witnesses  answering  these  and  other 
questions  so  that  the  members  of  the  Committee  on  Government 
Operations  can  have  a  more  informed  discussion  of  these  issues, 
and  so  that  we  don't  legislate  blindly. 
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OPENING  STATEMENT  BY  CONGRESeKAN  CRAIG  THOMAS 
HEARING   ON   RISK  ASSESSMENT 
FEBRDARY   1,    1994 

Mr.   Claimant 

I  would  like  to  thank  you,  Mr.  chairman,  for  holding  this  hearing 
on  risk  assessment  and  for  allowing  me  the  opportunity  to 
participate  today.   Although  I'm  not  a  member  of  the 
Subcommittees  involved  in  this  hearing,  I  have  a  great  interest 
in  tills  issue  as  a  member  of  the  full  committee  and  I  appreciate 
the  opportunity  to  listen  to  the  testimony  today. 

Across  the  state  of  Wyoming,  I  have  witnessed  first-hand  one 
small  town  after  another  become  entangled  in  the  bureaucratic 
machine  EPA  has  become.   Throughout  time,  EPA  has  arisen  to 
become  a  giant  regulation  treadmill,  forcing  one  court-ordered 
regulation  after  another  down  the  throats  of  small  busineeses  who 
can  least  afford  these  requirements. 

I  represent  a  state  of  450,000  people  and  would  have  to  search 
long  and  hard  to  find  a  business,  community  or  local  government 
that  hasn't  been  threatened  by  the  EPA.   I  could  spend  hours 
talking  about  the  Town  of  Pinedale  which,  despite  a  water  system 
that  cleans  and  purifies  it's  water  better  than  the  bottled  water 
we  use  in  our  offices,  will  be  required  by  EPA  to  spend  millions 
of  dollars  it  doesn't  have,  for  chlorination  and  filtration 
regulations.   Only  1,118  people  live  in  Pinedale  but  they  will 
have  to  pay  $1.5  million  dollars  to  solve  a  problem  this  rural 
water  system  doesn't  have.   If  an  Office  of  Environmental  Risk 
and  Cost  Analysis  were  implemented,  many  businesses  and  local 
communities  like  Pinedale  would  find  reason  in  EPA  and  restore 
their  faith  in  the  federal  government. 

Solid  waste  regulations  or  (Subtitle  D  regulations)  are  further 
exzunples  of  mandated  regulations.   These  nationwide  regulations 
have  flood  control  requirements  for  municipalities  as  diverse  as 
New  York  City  and  Basin  Wyoming.   Whether  a  city  has  50  inches  of 
rainfall  or  5  inches  of  rainfall,  the  regulations  are  the  same. 

The  result  of  subtitle  D  regulations  has  been  the  forced  closure 
of  small  rural  landfills.   For  example,  in  chugwater,  Wyoming 
(Population  493)  it's  landfill  was  closed,  however,  the  volume  of 
trash  dumped  in  gullies  and  ravines  has  increased.   In  this 
instance,  federal  regulations  have  caused  greater  pollution  for 
the  community  of  Chugwater. 

In  my  hometown  of  Casper,  Wyoming,  high  school  students  were 
forced  our  of  their  school  by  the  EPA,  and  forced  to  attend 
school  at  night  and  in  other  buildings  for  a  year  and  a  half 
while  over  a  million  dollars  was  spent  to  free  the  building  of 
asbestos.  All  this  so  the  EPA  could  come  back  a  year  later  and 
tell  the  students  and  citizens  of  Casper  that  it  wasn't  much  of  a 
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threat  to  begin  with. 

Because  of  these  and  many  other  examples,  Mr.  Chairman,  I  support 
the  proposed  Office  of  Environmental  Risk  and  Cost  Analysis.   EPA 
should  be  held  accounteible  for  the  costs,  and  benefits  of 
regulatory  proposals  in  order  to  achieve  greater  reductions  in 
pollution  at  lower  costs. 
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Opening  Statement 

REP.  ED  TOWNS 

"Risk-Based  Decision-Making  at  the  E.P.A." 

Subcommittee  on  Environment,  Energy  and  Natural  Resources 

1  February  1994 

I  want  to  commend  you,  Mr.  Chairman,  for  holding  this 
hearing  and  bringing  together  this  impressive  group  of  witnesses 
to  testify.   I  have  two  concerns  about  risk  assessment  which  I 
will  touch  on  here. 

First  is  that  risk  assessments  should  be  communicated  to  the 
public  in  an  open  fashion.   This  hearing  should  make  clear  the 
complex  calculations  that  can  go  into  a  risk  assessment,  and  when 
they  are  done  by  the  government,  people  naturally  assume  that 
they  are  going  to  be  used  in  formulating  government  policy. 
Therefore,  it  is  incumbent  on  the  government  to  make  clear  what 
goes  into  these  calculations,  to  lay  them  out  for  public 
scrutiny,  so  that  the  public  can  have  confidence  in  the  numbers 
that  undergird  our  policy  choices. 

We  have  heard  from  several  sides  that  risk  and  policy  are 
not  well-matched,  that  we  are  spending  too  much  on  concerns  of 
low  risk  and  too  little  on  concerns  of  high  risk.   Yet  it  is 
obvious  to  me  that  we  cannot  rely  on  risk  assessments  which 
arrive,  like  manna  from  heaven,  with  very  little  explanation  of 
how  they  came  to  be.   Unlike  the  donator  of  manna,  the  public  is 
naturally  suspicious  of  who  produces  these  numbers.   A  complete 
disclosure  of  how  a  risk  assessment  was  done,  what  assumptions, 
science,  and  analysis  went  into  it,  would  go  far  to  gain  public 
confidence  —  unless  the  system  is  riddled  with  flaws,  in  which 
case  we  certainly  need  to  know  that,  too.   If  it  has  flaws,  then 
making  that  public  will  encourage  research  into  those  areas  of 
ignorance  or  flawed  analysis,  and  should  give  us  a  greatly 
improved  tool  for  the  future. 

In  sum,  I  see  full  disclosure  of  how  risk  assessments  are 
done  as  a  means  to  instill  public  confidence  in  the  final 
conclusion,  or  to  make  obvious  how  far  we  are  from  making 
accurate,  quantitative  statements  about  the  risks  in  our 
environment.   In  either  case,  we  should  improve  how  we  formulate 
policy  and  how  we  set  priorities. 
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That  is  my  second  point,  that  we  should  set  our  policy  on  a 
strong  foundation.   If  risk  assessment  is  such  a  foundation,  then 
let  us  use  it  as  one  of  several  tools  to  set  policy.   If  it  is 
not,  then  let's  stop  deluding  ourselves  that  there  is  some 
obvious  path  to  an  objective  standard.   Let's  not  pretend  that  we 
all  get  up  in  the  morning  and  assess  how  risky  it  is  to  walk  or 
drive  to  work,  but  if  we  can,  let's  make  comparisons  within  our 
environmental  laws  so  that  we  spend  the  most  money  to  protect 
public  health  in  those  areas  where  people  are  most  at  risk. 

The  immediate  question  is  when  and  how  Congress  should 
address  this  issue.   It  has  arisen  in  the  course  of  debate  on 
elevating  the  Environmental  Protection  Agency  to  cabinet  status. 
These  two  issues  come  out  of  very  different  policy  concerns,  one 
over  the  domestic  and  international  status  of  the  EPA,  and  the 
other  over  how  the  federal  government  communicates  its  work  to 
the  public.   The  Committee  on  Government  Operations  has  already 
reported  our  elevation  bill  to  the  House,  and,  while  I  certainly 
hope  the  Congress  will  address  the  risk  assessment  issue,  I  do 
not  see  the  wisdom  of  trying  to  do  them  together. 

Thank  you  again,  Mr.  Chairman,  for  calling  this  hearing,  and 
informing  us  about  this  issue. 
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UNITED  STATES  ENVIRONMENTAL  PROTECTION  AGENCY 
WASHINGTON,  D.C.       20460 


JUL   2  2  1994 


Honorable  Mike  Synar 

Chairman 

Subcommittee  on  Environment,  Energy 

and  Natural  Resources 
Committee  on  Government  Operations 
House  of  Representatives 
Washington,  D.C.     20515-6143 

Dear  Mr.  Chairman: 


^^CBIVED 


JULoZ,^ 


C}l^CaNGHESSIONAL 
AND  LEGISLATIVE  AFFAIRS 


""*"-»«?& 


This  is  in  response  to  your  June  16,  1994  letter  to  Lynn  Goldman,  Assistant 
Administrator  for  Prevention,  Pesticides,  and  Toxic  Substances,  containing  Rep. 
Hayes'  questions  following  up  on  the  February  1 ,  1 994  hearing  on  risk-based  decision 
making  at  EPA. 

Our  responses  to  Mr.  Hayes'  questions,  prepared  by  the  Office  of  Pollution 
Prevention  and  Toxics,  are  attached.  If  I  can  be  of  further  assistance,  please  let  me 
know. 


Sincerely, 

Robert  H.  Hickmott 
Associate  Administrator 


Printed  on  Recycled  Paper 
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The  Toxic  Release  Inventory  (TRI)  is  a  powerful  and  cost- 
effective  program.   Data  generated  by  the  TRI  process  is  used  by 
environmental  and  citizen's  groups  to  highlight  polluters. 

Unfortunately,  the  current  program  does  not  make  a 
distinction  between  low-volume,  highly  toxic  "releases"  and  the 
"release"  of  high-volume  wastes  that  are  non-toxic  in  whole  or 
part,  or  are  relatively  non-toxic.   Since  no  distinction  is  made, 
companies  that  have  high-volume,  low-toxicity  releases  are  forced 
to  invest  in  equipment  to  reduce  the  volume  of  wastes  generated, 
thereby  reducing  their  ability  to  commit  capital  where  it  may  be 
needed. 

Q.  1.   Does  EPA  have  any  views  with  regard  to  revising  the  TRI  to 
reflect  relative  toxicity  of  the  substances  classified  as 
"releases"  under  the  statute  (Emergency  Planning  and  Community 
Right  To  Know  Act)? 

A.  1.   The  current  Toxics  Release  Inventory  (TRI)  is  a  listing  of 
chemicals  taken  from  reporting  lists  from  the  states  of  Maryland 
and  New  Jersey.  Congress  combined  the  two  lists  as  EPA' s  starting 
point  for  the  TRI  program.  Congress  also  provided  EPA  with 
statutory  criteria  to  be  used  to  add  or  delete  chemicals  from  the 
list. 

The  criteria  applied  to  the  TRI  list  addresses  acute  and 
chronic  human  and  environmental  toxicity.  The  criteria  are 
sufficiently  broad  that  there  is  a  range  of  toxicity  reflected  by 
the  chemicals  on  the  list.  That  toxicity  ranges  from  moderate  to 
high. 

The  data  on  chemical  releases  and  distribution  within  the 
environment  provided  by  the  TRI  has  always  been  characterized  by 
EPA  as  a  pointer  or  spotlight  on  where  to  look  for  potential 
areas  of  concern.  Only  when  the  data  are  linked  with  specific 
toxicity  and  exposure  information  does  it  become  an  indicator  of 
risk.  Consequently,  chemicals  with  moderate  toxicity  but  with 
high  release  and  exposure  potential  could  be  of  equal  or  more 
concern  than  a  high  toxicity  chemical  that  may  have  low  releases 
and  a  relatively  small  exposure  potential. 

EPA  does  not  believe  that  there  is  a  good  way  to 
differentiate  between  chemicals  in  the  actual  reporting  system 
itself.   We  can,  however,  draw  distinctions  between  chemicals 
when  we  release  the  data  to  the  public.   We  have  made  an  effort 
to  distinguish  between  types  of  chemical  hazards  (e.g., 
identifying  known  carcinogens)  in  the  outreach  materials  we  give 
to  the  public.   We  are  looking  at  ways  to  improve  these 
characterizations  of  the  data.  . 
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Q.  2.   I  note  that  EPA  recently  proposed  the  addition  of  313  new 
substances  to  the  TRI .   What  is  EPA  doing  to  delist  certain 
substances  that  do  not  belong  on  the  TRI? 

A.  2.   EPA  has  deleted  from  the  TRI  list  13  chemicals  and  one 
large  chemical  category  that  it  has  determined  do  not  meet  the 
toxicity  criteria  of  TRI.   The  statutory  petition  process  has 
allowed  the  opportunity  for  these  refinements  to  occur. 
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Q.  3.   In  particular,  what  is  EPA  doing  about  the  proposed 
regulation  to  delist  ammonium?   After  all,  the  regulation  to 
delist  ammonium  was  first  proposed  in  1990  --  when  will  the  EPA 
make  a  decision  and  go  final? 

A.  3.   The  delisting  of  ammonium  sulfate  has  proven  to  be  the 
most  complicated  and  controversial  of  all  the  petitions  that  EPA 
has  received.  It  involves  not  just  the  delisting  of  one 
particular  compound  but  raises  major  science  policy  issues  for 
ammonia  as  a  category  of  compounds.  At  issue  is  the  relative 
toxicity  of  ionized  vs.  un-ionized  ammonia  and  the  predictable 
concentrations  of  each  that  will  be  present  under  varying 
environmental  conditions. 

The  Agency  is  close  to  resolution  of  these  issues  and  plans 
to  announce  its  decision  by  late  summer. 
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Additional  Questions  and  Answers 

Re  February  1,  1994  Hearing 

Sally  Katzen 

Administrator,  OIRA 


Question: 


One  of  the  objections  to  the  TRI  program  is  that  it  does  not 
discriminate  between  low-volume  toxic  releases  and  high-volume 
non-toxic  or  low-toxic  releases.   Clearly,  there  is  a  negative 
impact  to  the  economy  if  the  TRI  list  is  not  accurate;  public 
pressure  forces  companies  to  spend  money  reducing  the  generation 
of  listed  chemicals  that  are  not  toxic.   As  a  result,  companies 
don't  spend  money  on  reducing  truly  toxic  wastes  or,  worse, 
decide  to  close  the  plant  in  question.   How  does  0MB  review  TRI 
additions  and  deletions?   How  did  the  0MB  approach  the  recent 
listing  of  the  313  additions? 

Response: 

OMB  reviews  additions  and  deletions  to  the  Toxic  Release 
Inventory  (TRI)  list  according  to  the  procedures  outlined  in 
Executive  Order  No.  12866.   If  a  proposed  TRI  action  is  a 
significant  regulatory  action  as  defined  by  the  Executive  Order, 
OMB  reviews  EPA's  determination  that  the  action  is  consistent 
with  the  principles  of  E.o.  12866.   With  respect  to  the  recent 
notice  of  proposed  rulemaking  to  expand  the  number  of  chemicals 
on  the  TRI  list,  EPA  estimated  that  its  proposal  would  have 
annual  costs  in  excess  of  $100  million,  thus  satisfying  a 
criterion  for  OMB  review  under  the  Executive  Order.   During  OMB 
review,  we  asked  the  kinds  of  questions  that  we  typically  raise 
in  reviewing  a  proposed  rule,  including  the  economic  effect  of 
the  additional  reporting  requirements  on  firms.   This  and  other 
issues  were  included  in  the  preamble  of  the  notice  to  elicit 
comment  from  the  public.   Such  public  comment  on  the  proposal 
should  assist  EPA  and  OMB's  assessment  of  whether  the  draft  final 
rule  is  consistent  with  the  principles  of  E.O.  12866. 

Question: 

In  1990,  the  EPA  proposed  a  regulation  to  change  the  way  ammonia 
releases  are  reported  under  TRI.   One  of  the  alternatives  was  to 
allow  the  reporting  of  unionized  ammonia  only.   When  will  the  OMB 
and  EPA  release  the  final  regulation?  Are  you  considering  the 
economic  impacts? 

Response; 

EPA  has  not  submitted  a  draft  final  rule  on  this  issue  for 
Executive  Order  review.   When  EPA  submits  an  action,  OMB  will 
conduct  a  full  review  under  the  procedures  and  principles  of  E.O. 
12866,  including  the  economic  effect  of  this  reporting 
requirement. 
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Carroll  A.  Campbell  Jr 
Governor  of  South  Carolina 
Chairman 


Howard  Dean 
Governor  of  V' 
Vice  Chairman 


Raymond  C.  Schcppach 
Ejtecuavc  Director 

Hall  of  the  States 
444  North  Capitol  Street 
Washington,  DC  20001 -1S12 
Telephone  (202)  624-5300 


***** 


February  17.  1994 


Honorable  Mike  Synar 

Chaiiman 

Subcommittee  on  Envirorunent,  Energy,  and  Natural  Resources 

B-371C  Raybum  House  Office  Building 

Washington,  D.C.  20515 

Dear  Mr.  Chairman: 

As  I  mentioned  in  my  statement  at  the  February  I,  1994  hearing  on  risk  assessment,  I 
would  like  to  submit  the  enclosed  policy  for  inclusion  in  the  dealing  record.  'Ilie  policy 
statement  was  adopted  by  the  governors  at  the  National  Oovemors'  Association  (NGA) 
Winter  Meeting  on  February  1,  1994. 


Also,  in  response  to  Representative  Thunnan's  request,  I  ain  submitting  the  list  of  twenty- 
six  states  involved  in  comprehensive  environmental  strategic  plaiuiing  as  reportetl  in  a 
1991  National  Governor's  Association  (NGA)  survey. 

These  states  are  as  follows:  Alabama,  Colorado,  Connecticut.  Delaw.irc,  FIdriil.i, 
Georgia,  Illinois,  Indiana,  Iowa,  Kentucky,  Louisiana,  Maryhuid,  Michigan,  Minnesota, 
Missouri,  New  Mexico,  North  Carolina,  Oklahoma,  Oregon.  Pennsylvania,  South 
Carolina,  Soutli  Dakota,  Vermont,  Virginia,  and  Washington. 

The  study  found  consiilerable  and  growing  interest  in  strategic  planning,  so  we  expect  that 
a  current  siu-vey  would  show  even  higher  state  involvement.  The  study  did  not  addie.ss 
program-specific  or  regulation-specific  risk  assessments,  lliese  also  are  accepted  tools 
used  by  state  agencies,  but  NGA,  unfortunately,  does  not  have  data  on  the  extent  of  ii.'; 
use  in  the  states. 
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Rep.  Mike  Synar 
Febniary  17,  1994 


I  appreciated  the  opportunity  to  convey  the  Governors'  views  on  this  important  subject 
and  hope  you  will  feel  free  to  contact  me  or  the  staff  at  NGA  with  any  further  questions. 

Sincerely, 


Randolph  Wood 

Director  of  Environmental  Quality 

State  of  Nebraska 


Enclosure 
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31: 


NR-S.  ENVraONMENTAL  PRIORITIES  AND  UNrU>fDED 
MANDATES 


8.1  Preamble 

The  nation's  Govemois  are  committed  to  protecting  public  health  and  conserv- 
ing the  environment  for  the  American  people.  The  Governors  strongly  support  and 
are  committed  to  achieving  the  national  environmenul  goals  outlined  by  Congress 
in  recent  decades.  The  successful  implementation  of  many  environmenul  programs 
at  the  sute  level  demonstrates  the  Governors'  significant  contribution  to  environ- 
menul protection.  In  order  to  funher  environmenul  progress  in  the  states,  the 
Governors  pledge  to  continue  working  with  Congress  and  the  administration  on  the 
development  of  new  or  revised  federal  enviroimienul  programs. 

8.1.1  Costs  of  Environmenul  Protection.  Yet  the  Governors  are  deeply  concerned  about 
the  high  and  growing  costs  of  environmenul  protection,  including  both  the 
programmatic  and  capiul  costs  required  co  comply  with  federal  environmental 
mandates.  These  costs,  borne  by  sutes,  local  governments,  and  the  private  sector, 
result  in  part  from  new  federal  requirements  related  to  air,  drinking  water,  water 
quality,  and  waste  management  that  require  substantially  more  sophisticated 
programs  and  additional  environmenul  infrastructure  throughout  the  nation. 

8.1  J  Reduction  of  Unfunded  Mandates.  The  Governors  also  are  committed  to  reduc- 
ing unfunded  federal  mandates,  including  environmental  requirements.  Al- 
though many  environmenul  requirements  have  merit,  the  cumulative  effects  of 
unfunded  mandates  challenge  stales  either  to  fund  the  federal  requirements 
from  very  limited  revenues  or  to  divert  funds  from  other  state  priorities.  There- 
fore, the  Governors  believe  that  Congress  must  provide  adequate  resources  to 
fund  mandatory  environmental  programs. 

In  this  era  of  reinventing  govenunent,  the  federal  government  and  the  sutes 
must  commit  to  a  new  partnership  for  environmental  protection  that  aggressively 
promotes  high  sundards  of  performance  —  not  bureauaatic  processes.  All  levels  of 
government  must  stress  the  importance  of  maximizing  efficiency  in  the  use  of 
available  resources,  in  order  to  work  more  effectively  for  the  protection  of  the 
environment.  In  turn,  the  Governors  call  upon  the  federal  government  to  commit  to 
the  following  imporunt  principles. 

8J  Principles 

8J.1  Federal  environmental  laws  and  regulations  must  recognize  the  need  to  set 
priorities  and  focus  on  the  most  important  environmental  objectives  at  the  nation- 
al, state,  and  local  levels.  In  order  to  promote  risk-based  priority  setting,  environ- 
menul requirements  should  be  based  upon  sound  science  and  risk-reduction  prin- 
ciples, including  the  appropriate  use  of  cost-benefit  analysis  that  considers  both 
quantifiable  and  qualiuiive  measures.  Such  analyses  will  ensure  that  funds  ex- 
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pended  on  environmental  protection  and  conservation  address  the  greatest  risks  first  and  provide  the 
greatest  possible  return  on  investment 
8.2.2         The  federal  government  must  discipline  environmental  legislation  and  regulation  based  upon  the 
following  criteria. 

•  If  an  environmental  problem  warrants  passage  of  federal  legislation  or  adoption  of 
regulations,  state  and  local  governments  should  receive  federal  assistance  to  carry  out  the 
resulting  requirements. 

•  If  the  federal  government  does  not  provide  the  necessary  financial  assistance  for  states  to 
comply  with  federal  environmenul  mandates,  the  federal  government  should  allow  state  and 
local  governments  to  carry  out  environmental  protection  activities  based  upon  their  own 
priorities  and  programs. 

•  If  new  problems  emerge  that  require  federal  attention  but  additional  federal  resources  are 
not  available,  the  federal  government  should  balance  existing  requirements  against  new 
requirements  so  that  the  highest  priority  woric  can  be  accomplished  within  existing  budgets. 

8.3  Recent  Actions 

The  principles  of  this  policy  position  are  consistent  with  the  intent  of  Executive  Order  No.  12866 
on  regulatory  development  and  review,  issued  by  President  Qinton  on  September  30,  1993,  and 
Executive  Order  No.  12875  on  enhancing  the  intergovernmental  partnership,  issued  on  October  26, 
1993.  The  objeaive  of  the  executive  order  is  to  "reform  and  make  more  efficient  the  regulatory  process" 
in  order  to  provide  the  American  people  with  a  "system  that  protects  and  improves  their  health,  safety, 
environment,  and  well-being  and  improves  the  performance  of  the  economy  without  imposing 
unacceptable  or  unreasonable  costs  on  society."  This  policy  position  also  is  consistent  with  the 
recommendations  made  in  1990  by  the  Environmenul  Protection  Agency's  (EPA's)  Science  Advisory 
Board  on  the  need  to  address  the  greatest  environmental  needs  firxt  by  setting  priorities  according  to 
the  risk  involved.  In  1993  the  Environmental  Financial  Advisory  Board  also  offered  its  support  with 
a  recommendation  that  EPA  expand  the  role  of  financial  analysis  in  its  regulatory  development  process 
to  facilitate  compliance  v^th  affordability  tests  and  fiscal  plans. 

Time  limited  (effective  February  1994-Febmary  1996). 
Adopted  February  1994. 


244 


EXECUTIVE   OFFICE   OF  THE    PRESIDENT 

OFFICE   OF  MANAGEMENT  AND   BUDGET 

WASHINGTON,    D  C     20503 


ADMINISTRATOR 

OFFICE  OF 

INFORMATION  AND 

REGULATORY  AFFAIRS 


MAR  3  1  199^ 


Honorable  John  L.  Mica 

U.S.  House  of  Representatives 

Washington,  D.C.   20515 

Dear  Congressman  Mica: 

As  follow-up  to  the  February  1,  1994  hearing  on  risk  based 
decision-making,  you  asked  me  to  clarify  my  position  on  a  number 
of  questions.   Enclosed  are  my  responses  to  those  questions. 

I  look  forward  to  continuing  to  work  with  you  and  your  colleagues 
on  the  important  issue  of  risk  analysis. 

Sincerely  yours, 
,  Sally  Katzen 


Enclosure 
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Follow-up  questions  from  Representative  Mica 
February  l,  1994  Hearing  on  Risk  Based  Decision-making 


1)    Recognizing  that  state  and  local  government  organizations, 
such  as  the  League  of  Cities,  the  Conference  of  Mayors,  and  the 
National  Governor's  Association,  strongly  support  risk  assessment 
and  cost/benefit  analysis  as  necessary  means  for  addressing  the 
problems  of  unfunded  mandates  and  acknowledging  that  President 
Clinton  has  vowed  to  assist  State  and  local  governments  with 
unfunded  mandates,  does  the  Administration  support  risk 
assessment  and  cost/benefit  analysis  for  EPA  regulations?   In 
addition,  does  the  Administration  support  the  language  in  the 
"Johnson  Amendment?" 

As  I  testified  at  the  February  1,  1994,  hearing,  the 
Administration  believes  that  risk  assessment  and  cost-benefit 
analysis  are  effective  tools  for  regulatory  decision-making,  not 
just  within  EPA,  but  within  all  Federal  agencies.   The  Executive 
Order  on  Regulatory  Planning  and  Review  (E.O.  12866),  signed  by 
the  President  on  September  30,  1993,  underscores  the  importance 
of  rigorous  analysis.   The  Executive  Order  specifically  directs 
agencies  to  consider  the  costs  and  benefits  or  a  proposed 
regulation,  as  well  as  how  the  proposed  action  would  reduce  risks 
to  public  health,  safety  or  the  environment. 

As  you  know,  the  Administration  opposed  the  Johnston  Amendment  to 
the  EPA  Elevation  bill.   I  testified  that  the  language  was  both 
overinclusive  and  underinclusive.   It  is  overinclusive  in  that  it 
would  require  risk  analysis  for  all  EPA  regulations  —  even 
routine  regulations  where  such  analysis  would  not  be  particularly 
useful.   The  amendment  is  underinclusive  in  that,  unlike  our 
Executive  Order,  it  applies  only  to  EPA  and  not  to  all  Federal 
agencies  that  regulate  health,  safety  and  environmental  risks. 
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2)   Executive  Order  12866  says  that  agencies  must  use  the  best 
available  scientific  data  to  assess  the  need  for  and  consequences 
of  a  rulemaking.   Will  the  Administration  interpret  "best 
scientific  data"  to  mean  that  risk  assessments  should  present  the 
most  scientifically  plausible  estimate  (or  a  "best  estimate") 
along  with  associated  uncertainties? 

The  Executive  Order  uses  the  term  "best  reasonably  obtainable 
scientific. .. information" .   We  contemplated  that  the  agencies 
would  use  valid  data  relevant  to  the  task  at  hand  and  reasonably 
available.   As  a  general  matter,  the  decision  maker  should  be 
given  not  just  a  single  number  (whether  the  "most  scientifically 
plausible  estimate"  or  "best  estimate")  but  a  full  range  of  data 
points  with  as  much  information  as  is  useful  to  reveal  the 
underlying  assumptions  and  the  degree  of  uncertainty  that  may 
exist. 
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3)   In  view  of  the  limited  resources,  should  risk  assessment  be 
used  as  a  tool  to  set  priorities  and  should  objectives  and 
unbiased  risk  assessment  be  used  to  set  those   priorities  in 
order  to  ensure  that  we  do  not  mis-allocate  scarce  funds? 


Risk  analysis  is  certainly  one  of  several  tools  that  should  be 
used  in  setting  priorities.   As  I  have  testified,  however,  an 
agency  often  does  not  have  discretion  in  setting  its  priorities 
because  Congress  has  assigned  it  specific  tasks,  to  be  complete 
in  defined  time  frames,  and  these  mandates  should  be  honored  — 
even  it  the  agency  decides  that  other  tasks  would  be  more 
productive  in  reducing  health,  safety,  and  environmental  risks. 
Where  agency  resources  are  limited,  as  they  increasingly  are,  the 
statutory  mandates  may  be  the  only  items  that  the  agency  can 
address. 
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4)   How  much  does  the  Administration  estimate  the  cost  will  be  to 
conduct  Department  of  Energy  and  Department  of  Defense  facility 
clean-up  programs? 

We  do  not  have  a  precise  estimate  of  the  cost  of  conducting 
Department  of  Energy  and  Department  of  Defense  facility  clean-up 
programs,  but  we  know  that  the  cost  will  be  very  high.   In  1991, 
the  Department  of  Defense  released  an  estimate  of  overall  cleanup 
costs  in  the  range  of  $25  billion;  the  Department  of  Energy  has 
never  prepared  such  an  overall  cost  estimate,  but  in  testimony 
before  Congress,  DOE  officials  have  offered  the  judgment  that  the 
cost  will  be  over  $100  billion.   The  Department  of  Defense  is 
currently  completing  a  new  estimate  of  the  cost  of  its  cleanup 
program,  based  on  updated  information  about  its  cleanup 
requirements,  which  is  expected  to  be  available  during  FY  1994. 
The  Department  of  Energy  is  currently  undertaking  a  study  of  its 
potential  total  cleanup  costs,  which  was  required  by  the  1993 
Department  of  Defense  Authorization  Act  and  which  is  expected  to 
be  completed  in  FY  1995.   The  results  of  both  studies  will  need 
to  be  interpreted  and  used  with  care,  since  the  range  of 
estimates  produced  will  depend  significantly  upon  the  assumptions 
on  which  the  estimates  are  based.   Assumptions  adopted  in  the 
studies  about  factors  such  as  the  extent  and  nature  of  the 
contamination  problems  to  be  addressed,  the  timing  and  level  of 
cleanup,  cleanup  standards,  technology  available  and  utilized, 
and  the  cost  of  cleanup  labor  and  technology,  among  others,  will 
have  a  significant  impact  on  the  range  of  cost  estimates 
resulting  from  the  studies. 

Notwithstanding  the  departments'  attempts  at  developing  a  cost 
estimate,  the  Administration  places  a  higher  priority  on 
addressing  the  clean-up  needs  than  on  developing  a  precise  cost 
estimate. 
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5)   Recently,  the  EPA  issues  a  new  regulation  which  requires 
onboard  refueling  controls  on  trucks.   In  that  case,  the  American 
Medical  Association  had  written  to  Congress  and  said  that  any 
health  benefits  of  such  regulations  would  be  "inconsequential," 
yet  apparently  a  major  part  of  EPA's  justification  for  the 
regulation  was  that  it  would  have  important  health  benefits.   It 
appears  that  EPA's  assessment  of  benefits  under  the  Executive 
Order  in  this  case  must  have  been  based  on  worst-case  risk 
assessment  and  tenuous  data  or  hypotheses  rather  than  the  "best 
available  data."   Please  explain  this  decision-making  process  in 
observance  of  the  Executive  Order. 


EPA  presented  a  number  of  reasons  for  requiring  on-board 
refueling  control  for  trucks.   The  health  benefits  (in  terms  of 
reduced  cancer  cases)  was  only  one  of  the  factors  cited  by  EPA. 
The  primary  reason  was  that  EPA's  analysis  indicated  that  onboard 
refueling  control  represents  a  cost-effective  means  of  achieving 
reductions  in  ozone-forming  emissions.   The  OIRA  staff  that 
reviewed  the  analysis  supporting  the  regulation  found  it  to  be  at 
or  above  the  level  of  analysis  expected  from  the  agencies. 
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6)   The  National  Performance  Review  is  entitled  "Creating  a 
government  that  works  better  and  costs  less."   If  the 
Administration  is  serious  about  reducing  the  size  of  the  federal 
government  as  well  as  its  costs,  why  then  is  it  not  required  that 
cost  benefit  be  used  uniformly  and  consistently  in  the 
promulgation  of  regulations? 

As  I  have  previously  testified,  while  the  Administration  supports 
cost-benefit  analysis,  it  does  not  believe  that  one  size  fits 
all'  and  that  indeed  the  benefit  of  doing  a  cost-benefit  analysis 
in  some  instances  (e.g. ,  routine  or  nondiscretionary  regulations) 
may  not  justify  the  costs  of  doing  a  cost-benefit  analysis.   The 
NPR  underscored  the  importance  of  tailoring  solutions  to  the 
particular  problem  rather  than  imposing  a  single  set  of  command 
and  control  regulations  on  all  agencies. 
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7)   The  EPA  report  entitled  "EPA's  Use  of  Benefit-Cost  Analysis 
1981-1986"  found  that  benefit-cost  analysis  frequently  provides 
the  basis  for  stricter  environmental  regulations  and  may  reveal 
regulatory  alternatives  that  achieve  the  desired  degree  of 
environmental  benefits  at  a  lower  costs.   Please  comment  on  this, 


The  purpose  of  developing  the  benefits  and  costs  of  regulations 
and  reasonable  alternative  actions  under  Executive  Order  12866  is 
to  develop  smarter/better  regulations.   In  some  cases  this  may 
mean  the  identification  of  a  more  stringent  (but  cost-effective) 
regulatory  alternative  as  suggested  by  EPA's  report  ("EPA's  Use 
of  Benefit-Cost  Analysis  1981-1986"),  and  in  some  cases  it  may 
identify  a  less  stringent  regulatory  action  (e.g.,  labeling)  as  a 
desirable  alternative  (depending  on  the  statutory 
authority/framework) . 
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